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House of Representatives
The House met at 2 p.m. and was

called to order by the Speaker pro tem-
pore [Mrs. EMERSON].

f

DESIGNATION OF THE SPEAKER
PRO TEMPORE

The SPEAKER pro tempore laid be-
fore the House the following commu-
nication from the Speaker:

WASHINGTON, DC,
November 9, 1997.

I hereby designate the Honorable JO ANN
EMERSON to act as Speaker pro tempore on
this day.

NEWT GINGRICH,
Speaker of the House of Representatives.

f

PRAYER

The Chaplain, Rev. James David
Ford, D.D., offered the following pray-
er:

Let us pray using the words of St.
Francis:

Lord, make us instruments of Your peace.
Where there is hatred, let us sow love;
where there is injury, pardon;
where there is discord, union;
where there is doubt, faith;
where there is despair, hope;
where there is darkness, light;
where there is sadness, joy.
Grant that we may not so much seek
to be consoled as to console;
to be understood as to understand;
to be loved as to love.
For it is in giving that we receive;
it is in pardoning that we are pardoned;

and
it is in dying that we are born to eternal

life. Amen.

f

THE JOURNAL

The SPEAKER pro tempore. The
Chair has examined the Journal of the

last day’s proceedings and announces
to the House her approval thereof.

Pursuant to clause 1, rule I, the Jour-
nal stands approved.

Mr. MCNULTY. Madam Speaker, pur-
suant to clause 1, rule I, I demand a
vote on agreeing to the Speaker’s ap-
proval of the Journal.

The SPEAKER pro tempore. The
question is on the Chair’s approval of
the Journal.

The question was taken; and the
Speaker pro tempore announced that
the ayes appeared to have it.

Mr. MCNULTY. Madam Speaker, I
object to the vote on the ground that a
quorum is not present and make the
point of order that a quorum is not
present.

The SPEAKER pro tempore. Pursu-
ant to clause 5 of rule 1, further pro-
ceedings on this question are post-
poned.

N O T I C E

Under the Rules for Publication of the Congressional Record, a final issue of the Congressional Record for the first ses-
sion of the 105th Congress will be published on (the 31st day after adjournment), in order to permit Members to revise and
extend their remarks.

All material for insertion must be signed by the Member and delivered to the respective offices of the Official Reporters of
Debates (Room HT–60 or ST–41 of the Capitol), no later than 10 days following adjournment. Office hours of the Official Re-
porters of Debates are 10:00 a.m. to 3:00 p.m. Monday through Friday through (the 10th day after adjournment).

The final issue will be dated (the 31st day after adjournment) and will be delivered on (the 33d day after adjourn-
ment).

None of the material printed in the final issue of the Congressional Record may contain subject matter, or relate to any
event, that occurred after the adjournment date.

Members’ statements also should be submitted electronically, either on a disk to accompany the signed statement, or by
e-mail to the Official Reporters of Debates (insert e-mail address for each office).

Members of Congress desiring to purchase reprints of material submitted for inclusion in the Congressional Record may
do so by contacting the Congressional Printing Management Division, at the Government Printing Office, on 512–0224, be-
tween the hours of 8:00 a.m. and 4:00 p.m. daily.

By order of the Joint Committee on Printing.
JOHN WARNER, Chairman.
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The point of order is considered with-

drawn.
f

PLEDGE OF ALLEGIANCE

The SPEAKER pro tempore. Will the
gentleman from New York [Mr.
MCNULTY] come forward and lead the
House in the Pledge of Allegiance.

Mr. MCNULTY led the Pledge of Alle-
giance as follows:

I pledge allegiance to the Flag of the Unit-
ed States of America, and to the Republic for
which it stands, one nation under God, indi-
visible, with liberty and justice for all.

f

MESSAGE FROM THE SENATE

A message from the Senate by Mr.
Lundregan, one of its clerks, an-
nounced that the Senate had passed
without amendment bills of the House
of the following titles:

H.R. 1086. An act to codify without sub-
stantive change laws related to transpor-
tation and to improve the United States
Code;

H.R. 1787. An act to assist in the conserva-
tion of Asian elephants by supporting and
providing financial resources for the con-
servation programs of nations within the
range of Asian elephants and projects of per-
sons with demonstrated expertise in the con-
servation of Asian elephants;

H.R. 2731. An act for the relief of Roy
Desmond Moser; and

H.R. 2732. An act for the relief of John
Andre Chalot.

The message also announced that the
Senate had passed with amendments in
which the concurrence of the House is
requested, bills of the House of the fol-
lowing titles:

H.R. 497. An act to repeal the Federal char-
ter of Group Hospitalization and Medical
Services, Inc., and for other purposes; and

H.R. 867. An act to promote the adoption of
children in foster care.

The message also announced that the
Senate agrees to the report of the com-
mittee of conference on the disagreeing
votes of the two Houses on the amend-
ment of the House to the bill (S. 1026)
‘‘An act to reauthorize the Export-Im-
port Bank of the United States.’’

The message also announced that the
Senate had passed bills and concurrent
resolutions of the following titles, in
which the concurrence of the House is
requested:

S. 508. An act to provide for the relief of
Mai Hoa ‘‘Jasmin’’ Salehi;

S. 759. An act to amend the State Depart-
ment Basic Authorities Act of 1956 to require
the Secretary of State to submit an annual
report to Congress concerning diplomatic
immunity;

S. 857. An act for the relief of Roma
Salobrit;

S. 1193. An act to amend chapter 443 of title
49, United States Code, to extend the author-
ization of the aviation insurance program,
and for other purposes;

S. 1258. An act to amend the Uniform Relo-
cation Assistance and Real Property Acqui-
sition Policies Act of 1970 to prohibit an
alien who is not lawfully present in the Unit-
ed States from receiving assistance under
that Act;

S. 1304. An act for the relief of Belinda
McGregor;

S. 1347. An act to permit the city of Cleve-
land, Ohio, to convey certain lands that the
United States conveyed to the city;

S. 1487. An act to establish a National Vol-
untary Mutual Reunion Registry;

S. Con. Res. 58. Concurrent resolution ex-
pressing the concern of Congress over Rus-
sia’s newly passed religion law; and

S. Con. Res. 66. Concurrent resolution to
correct the enrollment of S. 399.

f

ANNOUNCEMENT OF BILLS TO BE
CONSIDERED UNDER SUSPEN-
SION OF THE RULES TODAY

Mr. SOLOMON. Madam Speaker, I
would like to announce the intentions
to call up the following bills under sus-
pension today:

S. 714, Homeless Veterans;
S. 1139, Small Business;
H.R. 1129, Microcredit;
H. Con. Res. 22, Scientology;
H. Con. Res. 239, Expo 2000;
H. Res. 245, Elections in Sahara;
H. Con. Res. 156, Afghanistan Women;
H.R. 1377, SAVER Act;
H.R. 2920, Immigration Deadline;
S. 1231, U.S. Fire Administration;
H.R. 112, Stanislaus County;
H.R. 1805, Auburn Indian Restoration;
H.R. 2402, Water-Related Technical

Corrections;
H.R. 2283, Arches National Park;
S. 669, Jimmy Carter Historic Site;
H.R. 2834, Cleveland Airport Transfer;
H.R. 2626, Pilot Records Improve-

ment;
H.R. 849, Uniform Relocation;
H.R. 2476, Foreign Irline Family; and
H.R. 1502 James Foreman Court-

house.
Mr. TRAFICANT. Madam Speaker,

reserving the right to object.
The SPEAKER pro tempore. The gen-

tleman from New York is only making
an announcement pursuant to House
Resolution 305.

Mr. SOLOMON. Madam Speaker, if I
might continue:

H.R. 861, Adoption;
S. 1026, Ex-Im Bank Conference Re-

port;
H.R. 2472, EPCA; and
The FDA Commerce Report.
And one final bill, Madam Speaker,

and one final bill, S. 1258.

f

ANNOUNCEMENT BY THE SPEAKER
PRO TEMPORE

The SPEAKER pro tempore. The
Chair will recognize Members on each
side for 1 minutes. There will be ten 1-
minutes on each side.

f

LET US STICK TO THE
DECLARATION OF INDEPENDENCE

(Mr. GUTKNECHT asked and was
given permission to address the House
for 1 minute and to revise and extend
his remarks.)

Mr. GUTKNECHT. Madam Speaker,
last week President Clinton told the
voters of Virginia, the ones who sup-
ported repealing the car tax, that they
were selfish.

Well, excuse me, Mr. President, but
maybe you have forgotten what the
Declaration of Independence says. It
says that all men are created equal and
they have certain inalienable rights,
and among those rights are life, lib-
erty, and the pursuit of happiness.

I find it remarkable that anyone
would not notice that liberty and the
pursuit of happiness both apply to the
idea of who gets to decide what to do
with their money. That is really the
point. This is not a question of selfish-
ness, but whether and who will decide
how to spend their money.

Conservatives emphasize that people
are the best judge of how their money
should be spent, whereas liberals tend
to think that politicians are a superior
judge of how and where the money
should be spent, especially if they, the
liberals, are positively excited about
spending the people’s money to carry
out social engineering plans.

As for me, I think I will stick with
the original intent of the American
Declaration of Independence.

f

STAND UP FOR AMERICA: DEFEAT
FAST TRACK

(Mr. KUCINICH asked and was given
permission to address the House for 1
minute and to revise and extend his re-
marks.)

Mr. KUCINICH. Madam Speaker,
since the passage of NAFTA, NAFTA
has contributed to numerous work-
place, economic and environmental
problems, including an increase in the
import of contaminated food, down-
ward pressure on United States wages,
employer threats to move to Mexico,
and a skyrocketing trade deficit.

Fast-track has failed to address any
of those problems. First of all, with re-
spect to our trade deficit growth and
the loss of jobs, fast-track takes no ac-
tion on that, no improvement, fails to
address it.

Second, there is pressure to lower
U.S. wages, and there is lowering of
wages going on in this country in man-
ufacturing because of NAFTA. Fast-
track fails to address that.

Third, since NAFTA, we have had
employer threats to move to NAFTA
partner countries. The fast-track
agreement fails to take action on that
and fails to address it.

Unless we address these critical prob-
lems in fast-track, the NAFTA prob-
lems will spread like a virus through
North America and the world. We need
higher standards for our wages, for our
workers and for our countries. Stand
up for America; defeat fast-track.

f

TRIBUTE TO MAJOR GENERAL
LANSFORD E. TRAPP

(Mr. THUNE asked and was given
permission to address the House for 1
minute and to revise and extend his re-
marks.)

Mr. THUNE. Madam Speaker, today I
rise to pay tribute to Maj. Gen.
Lansford Trapp. Most know General
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Trapp as the director of the Air Force’s
Legislative Liaison Office. I know the
general as a fellow South Dakotan and
a fine soldier.

The good news is that General Trapp
has been selected as the next com-
mander of the 12th Air Force. The bad
news is that Congress is losing a great
legislative liaison, not to mention an-
other fine person from the Rushmore
State.

Through the past 28 years, General
Trapp has served in the Air Force with
honor and distinction. He is a com-
mand pilot with over 3,000 flying hours.
In Southeast Asia he flew over 700 com-
bat hours and later commanded our air
wing in Panama during Operation Just
Cause. He has held 5 commanding posi-
tions, which is a real tribute to his
leadership capabilities.

I would like to think that General
Trapp’s dedication to service and loy-
alty to his troops was instilled as a boy
growing up in South Dakota. It was
there where he attended South Dakota
State on a ROTC scholarship, and
where his parents and family still re-
side. I think he is also a product of the
U.S. Air Force. The combination has
produced an excellent commander that
our Nation can be proud of.

I can think of no person more quali-
fied to lead and care for our men and
women than Gen. Lanny Trapp. To
him, his wife Nancy and daughter
Bethany, we wish God’s blessing and
Godspeed.

f

NEW TRADE POLICY FOR ALL
AMERICANS

(Mr. DEFAZIO asked and was given
permission to address the House for 1
minute.)

Mr. DEFAZIO. Madam Speaker, the
proponents of fast track would have us
believe today’s legislative battle is
about whether or not the United States
will trade. This is not about a battle
between protection as free traders, but
rather a struggle over the conditions of
that trade and who will benefit from
that trade. On one side, the President,
the entire administration, the Repub-
lican leadership, and a fleet of cor-
porate CEO’s who have actually been
given office space right downstairs in
the Capitol in violation of the House
rules.

On our side, 80 percent of the Demo-
crats and a small group of Republicans.
We think it is time to overhaul our
failing trade policy, a policy that has
brought $160 billion trade deficits, ex-
ported jobs, driven down wages, weak-
ened our environmental and food safety
laws, all in the name of free trade. A
policy that undermines our values to
encourage a race to the bottom; enrich-
ing a few multinational corporations
and their CEO’s at the expense of the
majority of American workers and
communities.

‘‘No’’ to the threats, ‘‘no’’ to the si-
lent promises, ‘‘no’’ to the legal cam-
paign bribery, ‘‘no’’ to fast track, and
‘‘yes’’ to the beginnings of a new trade
policy that benefits all Americans.

TIME FOR IRS REFORM

(Mr. FORBES asked and was given
permission to address the House for 1
minute and to revise and extend his re-
marks.)

Mr. FORBES. Madam Speaker, the
American people recently saw the IRS
on trial. They saw a parade of wit-
nesses come before the Congress to tes-
tify about the naked abuse of power
over at the Internal Revenue Service.
We saw current and former IRS agents
who had to testify in secret because
they feared for their lives. We saw ordi-
nary citizens, taxpayers, who talked
about how an audit turned their entire
lives upside down, with some of them
suffering great financial loss that will
never be recovered. We saw a govern-
ment agency totally out of control,
lacking accountability, an agency
where one is guilty until proven inno-
cent.

Madam Speaker, the IRS needs radi-
cal reform. This House has taken great
steps to begin that process, and we
look forward to the other body and the
White House to join us in this effort to
reform the Internal Revenue Service,
which is an agency of intimidation
rather than enforcement.

f

STRAIGHT TALK ABOUT FAST
TRACK

(Mr. TRAFICANT asked and was
given permission to address the House
for 1 minute and to revise and extend
his remarks.)

Mr. TRAFICANT. Madam Speaker,
let us tell it like it is. The last fast
track traded Ma Bell for Taco Bell. To-
day’s fast track will trade more Amer-
ican jobs and dollars and factories to
all of Central America for a ’48 Ford
pickup truck, two loads of pinto beans
and three ballplayers to be named
later. Beam me up.

In addition, I predict we will get an-
other 25 tons of heroin, another 35 tons
of cocaine, and a lot more economic de-
velopment in the form of prisons, I say
to my colleagues. Let us have a little
straight talk. ‘‘This dog don’t hunt.
Pull this turkey.’’

I yield back the balance of any jobs
we have left.

f

FOREIGN OPERATIONS APPRO-
PRIATION CONFERENCE REPORT

(Mr. PAUL asked and was given per-
mission to address the House for 1
minute.)

Mr. PAUL. Madam Speaker, I rise to
point out to the House a piece of legis-
lation that I am sure will be passed to-
night or in the morning in the wee
hours when a lot of people are not pay-
ing much attention, and that is the for-
eign operations appropriations con-
ference report.

I would like to point out that buried
in this report is a $3.5 billion new pro-
gram called the new agreements to bor-
row, further funding for the IMF. These
are the funds that will be used to bail

out Third World nations and also bail
out bankers and industries that have
invested in these nations such as in
Mexico or Indonesia.

This is considered not to be expensive
because of our special accounting pro-
cedure here, it is not on budget. It is
supposed to be for free. But let me call
my colleagues’ attention to this: new
agreements to borrow, IMF, new fund-
ing in the foreign operations bill re-
port. This is inflationary, it is det-
rimental to the dollar, and it is subsi-
dizing foreign interests as well as spe-
cial banking and industrial interests
here.

f

b 1415

AMERICA NEEDS RECIPROCITY,
NOT DUPLICITY, IN TRADE

(Mr. PASCRELL asked and was given
permission to address the House for 1
minute and to revise and extend his re-
marks.)

Mr. PASCRELL. Madam Speaker, the
supporters of fast track never discuss
the massive trade imbalance which
grows every year, never. This reflects
job loss in America. The supporters are
good, very good, at denigrating orga-
nized labor’s efforts to defeat fast
track. Organized labor has a vested in-
terest. The jobs of members in various
unions and the jobs in nonunion work-
places are at stake.

Why is their effort a special interest,
and the expenditures of millions by
multinational corporations simply ‘‘in
the best interests of the American
economy?’’ How can some Members of
this House who vehemently defend the
sovereignty of our Nation with foreign
powers now surrender the oversight of
the trade deal implementation to the
World Trade Organization?

The WTO has just ruled in favor of
Costa Rica and India on textile mat-
ters. What are we doing for our own
sovereignty? Why sell us out again?
Reciprocity, Mr. President, reciproc-
ity, Mr. Speaker, not duplicity. Vote
‘‘no’’ on fast track.

f

COALGATE IN UTAH

(Mr. GIBBONS asked and was given
permission to address the House for 1
minute and to revise and extend his re-
marks.)

Mr. GIBBONS. Madam Speaker,
today I rise to inform my Members
about Coalgate; no, not the toothpaste
or the university, but another cam-
paign scandal. In the heat of the 1996
campaign, President Clinton created
the Grand Staircase-Escalante Na-
tional Monument in Utah, which con-
sisted of more than 1.7 million acres of
land, an area larger than the State of
Delaware.

The White House claims this monu-
ment was needed to protect one of the
most pristine areas in America. How-
ever, I would contend that 62 billion
tons of low-sulfur coal reserve was the
real reason for this designation. The
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Lippo Group, very large donors of the
President’s campaign, had a large fi-
nancial stake in this monument, be-
cause clean Utah coal would have com-
peted with the imported coal from In-
donesia.

It is a sad day when the President
would deny schoolchildren in Utah the
tax revenues of $1.5 billion in coal or
the royalties, to protect foreign inter-
ests and promote his own self-serving
ambition. Madam Speaker, the defini-
tion of greed has truly been revealed to
the American people. They deserve the
truth.

f

PUT PEOPLE FIRST: VOTE ‘‘NO’’
ON FAST TRACK

(Mr. LEVIN asked and was given per-
mission to address the House for 1
minute and to revise and extend his re-
marks.)

Mr. LEVIN. Madam Speaker, the
strategy of those of us opposing the
present fast track proposal is not
‘‘America last,’’ but putting people
first. This is not mainly about the
power of interest groups, but the power
of issues.

In the last decade, more and more of
U.S. trade has been with nations with
low wages and tightly controlled labor
and other markets, and with lax envi-
ronmental conditions. Indeed, our im-
ports from these nations like China,
India, Brazil, Mexico rose by 25 percent
in the last decade, and as an adminis-
tration official said yesterday, 50 per-
cent of all United States trade will be
with these nations in the near future,
increasingly changing from footwear to
higher-tech ware.

Instead of moving forward towards
new rules of competition to meet new
patterns of expanding trade, the
present fast track proposal goes back-
wards, limiting the President’s author-
ity in important areas of labor markets
and the environment. There were no
such limitations on Presidents Carter,
Reagan, or Bush.

This fast-track proposal is wrong.
Vote ‘‘no’’ and let us go back and do it
right.

f

END IRS PRACTICE OF MEETING
QUOTAS

(Mr. HERGER asked and was given
permission to address the House for 1
minute and to revise and extend his re-
marks.)

Mr. HERGER. Madam Speaker, I just
cannot get over the shocking news
about the IRS. It turns out that the
IRS is not as bad as we thought. It is
even worse. It turns out that when our
friendly IRS agent appears at our door
for an audit, he is not thinking about
giving us a fair shake. He was not sent
off from headquarters with instruc-
tions to do justice, no more, no less.
No, of the things that is uppermost in
his mind, the thing upon which his pro-
motions will depend, is how much
money he can extract from the poor
taxpayer who is getting audited.

God help you if your friendly IRS
agent is having a little trouble this
month making his quota of fines. If
you catch him a little behind in mak-
ing his revenue quota, if his boss put a
little pressure on his agents in the last
weekly meeting, you may not want to
expect to survive your audit without
having to fork over money that you do
not even have.

Madam Speaker, while the President
and his friends at the Treasury Depart-
ment are defending the evil ways of the
IRS, this Congress is going to pass real
change and put an end to this abso-
lutely outrageous practice over at the
IRS.

f

TRIBUTE TO HARRY M.
ROSENFELD

(Mr. MCNULTY asked and was given
permission to address the House for 1
minute and to revise and extend his re-
marks.)

Mr. MCNULTY. Madam Speaker, I
rise to pay tribute to Harry M.
Rosenfeld, the editor-at-large of the
Albany Times Union and one of this
Nation’s most highly respected jour-
nalists. Harry, who was one of my con-
stituents, has enjoyed a long and illus-
trious career. He came to this country
as an immigrant, was educated at Syr-
acuse University, served his Nation
proudly during the Korean war, and
embarked on a career in newspaper
work. He served as foreign editor of the
New York Herald Tribune and then
moved to the Washington Post, where
he directed the coverage of the Water-
gate story that earned the Post a
much-deserved Pulitzer Prize.

In 1979, Mr. Rosenfeld came to New York’s
capital district of serve as editor-in-chief of the
Albany Times Union and Knickerbocker News.
During his tenure as editor, the newspaper
won countless awards for general excellence
and community service.

Because of Harry Rosenfeld’s commitment
to honest courageous reporting as the founda-
tion of responsible journalism, he leaves his
community a better place.

Harry retired from journalism last
week. For nearly half a century he has
served as the living embodiment of the
loftiest principles of his profession. In
his community and in his industry, he
enjoys a well-earned reputation for in-
tegrity and undying devotion to the
highest standards of his craft. I am
proud to salute my friend Harry for his
distinguished journalistic service to
the cause of democracy. Thanks,
Harry.

f

SUPPORT RADIO FREE ASIA

(Ms. ROS-LEHTINEN asked and was
given permission to address the House
for 1 minute and to revise and extend
her remarks.)

Ms. ROS-LEHTINEN. Madam Speak-
er, today the House will debate H.R.
2232, which will increase funding for
Radio Free Asia and the Voice of
America broadcasting into China. By
passing this bill, we will then have con-

tinuous broadcasting to China in mul-
tiple dialects and languages.

Currently, only a few hours are
broadcast and in only two languages.
The increased funds will allow millions
of Chinese citizens to hear the truth
about their own country and the world
around them. Listening to the words of
truth, of freedom, of respect for human
rights, of democracy is fundamental to
making correct decisions.

There is no free press in China. Voice
of America and Radio Free Asia tell
the truth of today’s news without the
bias, the distortion, the lies of the Chi-
nese propaganda machine. Our broad-
cast will serve as a surrogate free press
in the dictators’ Republic of China.

I know these broadcasts can be suc-
cessful. Radio Marti, which is listened
to by millions in my native homeland
of Cuba, has been promoting justice
and freedom, the hallmarks of our
great country. Castro has tried and
tried to jam its signal, but he has
failed. An informed citizenry is needed
for true political and economic free-
dom. Support Radio Free Asia today.

f

VOTE NO ON THE UPCOMING FAST
TRACK BILL

(Mr. BROWN of Ohio asked and was
given permission to address the House
for 1 minute and to revise and extend
his remarks.)

Mr. BROWN of Ohio. Madam Speak-
er, we have heard numerous stories of
dozens of deals between President Clin-
ton and Speaker GINGRICH to ram fast-
track legislation through this Con-
gress. The killer deal was the very first
deal the White House cut.

Instead of working with Democrats
on positive legislation that looked to
the future, the White House cozied up
to the gentleman from Georgia [Mr.
GINGRICH] and the gentleman from
Texas [Mr. ARCHER] on a deal that be-
trays our values and our historic com-
mitment to working American families
and the environment.

The Archer-Gingrich bill not surpris-
ingly would make the Republican hos-
tility to labor and environment the
U.S. agenda in international trade ne-
gotiations, a global race to the bottom.
The Archer-Gingrich bill is a fast-track
to the past, not to the future.

The vast majority of Democrats, 80
percent of them, oppose the Archer-
Gingrich bill because we want sensible
agreements that incorporate our values
as Democrats, values such as clean air
and clean water, values such as safe
food, values such as worker rights and
human rights.

As Democrats, we can do better. Vote
no on the Gingrich-Archer fast-track
bill.

f

THE LEGACY OF THIS
ADMINISTRATION

(Mr. BARTLETT of Maryland asked
and was given permission to address
the House for 1 minute and to revise
and extend his remarks.)
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Mr. BARTLETT of Maryland. Madam

Speaker, we have really got to hand it
to this administration. This is the first
administration in history that has
combined distinguishing characteris-
tics and no controlling legal authority
into a legal defense that the media are
actually taking seriously, and then
spends half the day talking about their
legacy. Somehow, I think the legacy
that they are likely to leave is not
going to be the same legacy they have
in mind.

Let us face it, when key witnesses
keep turning up either dead, unwilling
to testify, or hiding out in foreign
countries, I do not think this is simply
a question of partisan politics, despite
the view repeated endlessly on ABC,
NBC, and CBS that investigations into
the 1996 Presidential campaign are
much ado about nothing.

If there is nothing to hide, then I ask
my fair-minded friends at ABC, NBC,
and CBS, why are over 50 witnesses
with critical information, why have
they either fled the country or taken
the fifth? The only scandal bigger than
the Clinton-Gore campaign is the way
the media have covered it since all
these outrageous campaign finance vio-
lations have come to light. This, too,
will be part of the legacy.

f

CONGRESS MUST MAINTAIN ITS
INTEGRITY UP TO THE END OF
THE SESSION

(Ms. JACKSON-LEE of Texas asked
and was given permission to address
the House for 1 minute and to revise
and extend her remarks.)

Ms. JACKSON-LEE of Texas. Madam
Speaker, as we bring this session of our
responsibilities to the American people
during this time of legislative activity
to an end, I would ask this Congress to
maintain its integrity.

There is a great deal of debate about
legislation that is to be voted on and
discussed this day, but I think that our
Republican friends and certainly
Democrats should understand that
there are certain issues that need to be
maintained separately from these dis-
cussions.

There is no doubt that sampling in
the taking of the census in the year
2000 has been documented as the most
accurate way of counting every human
being. The homeless, people who are
unhoused, poor people, rich people,
black people, Hispanic people, Anglo
people, Asian people, anyone in this
country needs to be counted in this Na-
tion. So let us not play with the cen-
sus.

Let us not play with the basic rights
of women across the world to family
plan and preserve their families.

Let us not play with the Haitians,
who are the only group who are not
being allowed to stay in this country
to apply for their citizenship.

Maintain the integrity of this Con-
gress, and allow these issues to go for-
ward on their own merits. The census
must have sampling, family planning

must exist, and leave the Haitians
alone so they, too, have the rights of
everybody else.

f

EDUCATION WOULD CHANGE IF WE
HAD SCHOOL CHOICE

(Mr. PETERSON of Pennsylvania
asked and was given permission to ad-
dress the House for 1 minute and to re-
vise and extend his remarks.)

Mr. PETERSON of Pennsylvania.
Madam Speaker, there are schools in
America that turn out more criminals
than young people that will go out to
attend college. Would Members like a
choice if their child was attending that
school? I believe they would.

Madam Speaker, wealthy Americans
and many Congressmen and Senators
make choices every day, and our Presi-
dent and Vice President, they send
their child to the school of their
choice. Many middle-class Americans
choose where they live so their chil-
dren can attend a school that they
know is a good school. But what about
poor Americans who are stuck in a bad
neighborhood with a bad school?

Eighty percent of the schools in
America are good and delivering a good
product. Recently we had a bill that
would allow choice for the poorest of
Americans. What are the Democrats in
the educational establishment afraid
of, that it might work? We would have
a chance to change education, and edu-
cation would change, if we had choice.
Bad schools would close, and the chil-
dren would have a chance to go to a
good school.

f

CALLING FOR BALANCED TRADE
AGREEMENTS WHICH CONTAIN
PROTECTIONS FOR WORKERS
AND THE ENVIRONMENT

(Mr. NADLER asked and was given
permission to address the House for 1
minute and to revise and extend his re-
marks.)

Mr. NADLER. Madam Speaker, since
NAFTA we have converted a $2 billion
trade surplus with Mexico to a $20 bil-
lion trade deficit. In 65 percent of
union organizing elections, employers
have threatened to move to Mexico or
to another foreign country if workers
have chosen the advantages of collec-
tive bargaining.

Working people have gotten almost
none of the benefits of our expanding
economy, as real wages for the middle
class have remained static and, for
lower-income workers, have actually
declined. NAFTA and fast track quite
properly protect American investors
who invest abroad and protect intellec-
tual property rights, but they do not
protect labor and environmental
rights. They are imbalanced.

We must have balanced trade agree-
ments that protect not only invest-
ments and intellectual property, but
also labor and environmental standards
if trade is to serve all our people, and
if our expanding trade is not to serve
as a tool to be used to deny a fair share

of our economic gains from filtering
down to working people and to the
middle class. Reject the fast track
agreement as imbalanced.

f

b 1430

INVESTIGATION OF 1996
PRESIDENTIAL CAMPAIGN

(Mr. TIAHRT asked and was given
permission to address the House for 1
minute.)

Mr. TIAHRT. Madam Speaker, inves-
tigations into crimes that may have
been committed during the 1996 Presi-
dential campaign are about a lot more
than taking foreign money. They are a
lot more than just the effort to se-
cretly get around the rules that every-
one else had to follow and then worry
about explaining the misdeeds after the
election.

No, Madam Speaker, the liberal
media attempts to downplay this scan-
dal. These investigations are also
about compromising national security,
about selling out American foreign pol-
icy to the highest bidder and acting in
complicity with the Communist Gov-
ernment of China to subvert the demo-
cratic process in the United States.

I believe that I am correct, Madam
Speaker, that both Democrats and Re-
publicans would agree that these
charges are truly alarming. In fact, all
Americans who believe in democracy,
who believe that America should de-
cide who should rule over America and
who believe that secret money launder-
ing operations represent political cor-
ruption at its most disgraceful, all be-
lieve that we must find out the truth
about these scandals. Democracy de-
mands it.

f

IN TRIBUTE TO THE LATE CLARA
BOSWELL

(Mrs. CLAYTON asked and was given
permission to address the House for 1
minute.)

Mrs. CLAYTON. Madam Speaker, in
less than an hour, legions of families
and friends will gather in the historic
town of Edenton, North Carolina, to
mourn the death and celebrate the life
of one of my staff members, Clara Bos-
well. This devoted mother and grand-
mother and former principal passed
suddenly, without notice, on Thursday
night.

Clara’s life was personified by her
two favorite symbols, the butterfly and
the hat. While the grief of those who
will gather is heavy, I know they will
be comforted by acclaiming the life
and celebrating the life of Clara.

I am confident she has left a lasting
impression on those who came to know
her, and the principles that guided her
will now serve as guideposts for those
she leaves behind. Like the butterfly,
she brought a free spirit, bright colors,
in every place she functioned. And like
the hat, she brought peace and protec-
tion to everyone she encountered.

She has been called to rest and to re-
side in the place of total peace. God’s
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finger has gently touched her, and she
now sleeps. May God comfort and help
her family and friends to hold on to
treasured yesterdays and to reach out
with courage and hope to tomorrow,
knowing that their beloved is with
God.

Clara has labored long. She served
well. She has made a difference. She
loved the butterfly. She had a free spir-
it. Today we put her to rest.

f

PRIVILEGES OF THE HOUSE—DIS-
MISSAL OF CONTEST IN 46TH
DISTRICT OF CALIFORNIA

Mr. GEPHARDT. Madam Speaker, I
rise to a question of the privileges of
the House, and I send to the desk a
privileged resolution (H. Res. 318) pur-
suant to rule IX and ask for its imme-
diate consideration.

The Clerk read the resolution as fol-
lows:

H. RES. 318

Whereas, the election contest concerning
the 46th District of California should be dis-
missed as there is no credible evidence to
show that the outcome of the election is dif-
ferent than the election of Congresswoman
Loretta Sanchez.

Whereas, State of California authorities
should continue an investigation into any
questionable registration activities; and

Whereas, the Committee on House Over-
sight should examine voter registration pro-
cedures; and now therefore be it

Resolved, That the contest in the 46th Dis-
trict of California is dismissed.

THE SPEAKER PRO TEMPORE
(Mrs. EMERSON). The resolution pre-
sents a question of the privileges of the
House.

MOTION TO TABLE OFFERED BY MR. BOEHNER

Mr. BOEHNER. Madam Speaker, I
move to table the resolution.

The SPEAKER pro tempore. The
question is on the motion to table of-
fered by the gentleman from Ohio [Mr.
BOEHNER].

The question was taken; and the
Speaker pro tempore announced that
the ayes appeared to have it.

Mr. OBEY. Madam Speaker, I object
to the vote on the ground that a
quorum is not present and make the
point of order that a quorum is not
present.

The SPEAKER pro tempore. Evi-
dently a quorum is not present.

The Sergeant at Arms will notify ab-
sent Members.

The vote was taken by electronic de-
vice, and there were—yeas 218, nays
194, answered ‘‘present’’ 1, not voting
20, as follows:

[Roll No. 622]

YEAS—218

Aderholt
Archer
Armey
Bachus
Baker
Ballenger
Barr
Barrett (NE)
Bartlett
Barton
Bass
Bateman

Bereuter
Bilbray
Bilirakis
Bliley
Blunt
Boehlert
Boehner
Bonilla
Brady
Bryant
Bunning
Burr

Burton
Buyer
Callahan
Calvert
Camp
Campbell
Canady
Cannon
Castle
Chabot
Chambliss
Chenoweth

Christensen
Coble
Coburn
Collins
Combest
Cook
Cooksey
Cox
Crane
Crapo
Cunningham
Davis (VA)
Deal
DeLay
Diaz-Balart
Dickey
Doolittle
Dreier
Duncan
Dunn
Ehlers
Ehrlich
Emerson
English
Ensign
Everett
Ewing
Fawell
Foley
Fossella
Fowler
Fox
Franks (NJ)
Frelinghuysen
Gallegly
Ganske
Gekas
Gibbons
Gilchrest
Gilman
Goodlatte
Goodling
Goss
Graham
Granger
Greenwood
Gutknecht
Hansen
Hastert
Hastings (WA)
Hayworth
Hefley
Herger
Hill
Hilleary
Hobson
Horn
Hostettler
Houghton
Hulshof
Hunter

Hutchinson
Hyde
Inglis
Istook
Jenkins
Johnson (CT)
Johnson, Sam
Jones
Kasich
Kelly
Kim
King (NY)
Kingston
Knollenberg
Kolbe
LaHood
Largent
Latham
LaTourette
Lazio
Leach
Lewis (CA)
Lewis (KY)
Linder
Livingston
LoBiondo
Lucas
Manzullo
Martinez
McCollum
McCrery
McDade
McHugh
McInnis
McIntosh
McKeon
Metcalf
Mica
Miller (FL)
Moran (KS)
Morella
Myrick
Nethercutt
Neumann
Ney
Northup
Norwood
Nussle
Oxley
Packard
Pappas
Parker
Paul
Paxon
Pease
Peterson (PA)
Petri
Pickering
Pitts
Pombo
Porter

Portman
Pryce (OH)
Quinn
Radanovich
Ramstad
Redmond
Regula
Riggs
Rogan
Rogers
Rohrabacher
Ros-Lehtinen
Roukema
Royce
Ryun
Salmon
Sanford
Saxton
Scarborough
Schaefer, Dan
Schaffer, Bob
Sensenbrenner
Sessions
Shadegg
Shaw
Shays
Shimkus
Shuster
Skeen
Smith (MI)
Smith (NJ)
Smith (OR)
Smith (TX)
Smith, Linda
Snowbarger
Solomon
Souder
Spence
Stump
Sununu
Talent
Tauzin
Thomas
Thornberry
Thune
Tiahrt
Traficant
Upton
Walsh
Watkins
Watts (OK)
Weldon (FL)
Weldon (PA)
Weller
White
Whitfield
Wicker
Wolf
Young (AK)
Young (FL)

NAYS—194

Abercrombie
Allen
Andrews
Baesler
Baldacci
Barcia
Barrett (WI)
Becerra
Bentsen
Berman
Berry
Bishop
Blagojevich
Blumenauer
Bonior
Borski
Boswell
Boucher
Boyd
Brown (CA)
Brown (FL)
Brown (OH)
Cardin
Carson
Clay
Clayton
Clement
Clyburn
Costello
Coyne
Cramer
Cummings
Danner
Davis (FL)
Davis (IL)
DeFazio

DeGette
Delahunt
DeLauro
Dellums
Deutsch
Dicks
Dingell
Dixon
Doggett
Dooley
Doyle
Edwards
Engel
Eshoo
Etheridge
Evans
Farr
Fattah
Fazio
Filner
Forbes
Ford
Frank (MA)
Frost
Furse
Gejdenson
Gephardt
Goode
Gordon
Green
Gutierrez
Hall (OH)
Hall (TX)
Hamilton
Harman
Hastings (FL)

Hefner
Hilliard
Hinchey
Hinojosa
Holden
Hooley
Hoyer
Jackson (IL)
Jackson-Lee

(TX)
Jefferson
John
Johnson (WI)
Johnson, E. B.
Kanjorski
Kaptur
Kennedy (MA)
Kennedy (RI)
Kennelly
Kildee
Kilpatrick
Kind (WI)
Klink
Kucinich
LaFalce
Lampson
Lantos
Levin
Lewis (GA)
Lipinski
Lofgren
Lowey
Luther
Maloney (CT)
Maloney (NY)
Manton

Markey
Mascara
Matsui
McCarthy (MO)
McCarthy (NY)
McGovern
McHale
McIntyre
McKinney
McNulty
Meehan
Meek
Menendez
Millender-

McDonald
Miller (CA)
Minge
Mink
Moakley
Mollohan
Moran (VA)
Murtha
Nadler
Neal
Oberstar
Obey
Olver
Ortiz
Owens
Pallone

Pascrell
Pastor
Payne
Pelosi
Peterson (MN)
Pickett
Pomeroy
Poshard
Price (NC)
Rahall
Rangel
Reyes
Rivers
Rodriguez
Roemer
Rothman
Roybal-Allard
Rush
Sabo
Sanchez
Sanders
Sandlin
Sawyer
Scott
Serrano
Sherman
Sisisky
Skaggs
Skelton
Slaughter

Smith, Adam
Snyder
Spratt
Stabenow
Stark
Stenholm
Strickland
Stupak
Tanner
Tauscher
Taylor (MS)
Thompson
Thurman
Tierney
Torres
Towns
Turner
Velazquez
Vento
Visclosky
Waters
Watt (NC)
Waxman
Wexler
Weygand
Wise
Woolsey
Wynn

ANSWERED ‘‘PRESENT’’—1

Wamp

NOT VOTING—20

Ackerman
Bono
Condit
Conyers
Cubin
Flake
Foglietta

Gillmor
Gonzalez
Hoekstra
Kleczka
Klug
McDermott
Riley

Schiff
Schumer
Stearns
Stokes
Taylor (NC)
Yates

b 1454

Ms. PELOSI and Mr. MURTHA
changed their vote from ‘‘yea’’ to
‘‘nay.’’

Mr. SHAYS and Mr. MCDADE
changed their vote from ‘‘nay’’ to
‘‘yea.’’

So the motion to table was agreed to.
The result of the vote was announced

as above recorded.
A motion to reconsider was laid on

the table.
f

CORRECTION OF ANNOUNCEMENT
OF LEGISLATION TO BE CONSID-
ERED UNDER SUSPENSION OF
THE RULES TODAY

Mr. BEREUTER. Madam Speaker,
earlier today when announcing mo-
tions to suspend the rules, an incorrect
number was announced for the adop-
tion bill. The correct number is H.R.
867, not H.R. 861.

f

RADIO FREE ASIA ACT OF 1997

Mr. ROYCE. Madam Speaker, pursu-
ant to House Resolution 302 and as the
designee of the chairman of the Com-
mittee on Internal Relations, I call up
the bill (H.R. 2232) to provide for in-
creased international broadcasting ac-
tivities to China, and ask for its imme-
diate consideration in the House.

The Clerk read the title of the bill.
The SPEAKER pro tempore (Mrs.

EMERSON). The bill is considered read
for amendment.

The text of H.R. 2232 is as follows:
H.R. 2232

Be it enacted by the Senate and House of Rep-
resentatives of the United States of America in
Congress assembled,
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SECTION 1. SHORT TITLE.

This Act may be cited as the ‘‘Radio Free
Asia Act of 1997’’.
SEC. 2. FINDINGS.

The Congress makes the following findings:
(1) The Government of the People’s Repub-

lic of China systematically controls the flow
of information to the Chinese people.

(2) The Government of the People’s Repub-
lic of China demonstrated that maintaining
its monopoly on political power is a higher
priority than economic development by an-
nouncing in January 1996 that its official
news agency Xinhua, will supervise wire
services selling economic information, in-
cluding Dow Jones-Telerate, Bloomberg, and
Reuters Business, and in announcing in Feb-
ruary of 1996 the ‘‘Interim Internet Manage-
ment Rules’’, which have the effect of cen-
soring computer networks.

(3) Under the May 30, 1997, order of Premier
Li Peng, all organizations that engage in
business activities related to international
computer networking must now apply for a
license, increasing still further government
control over access to the internet.

(4) Both Radio Free Asia and the Voice of
America, as a surrogate for a free press in
the People’s Republic of China, provide an
invaluable source of uncensored information
to the Chinese people, including objective
and authoritative news of in-country and re-
gional events, as well as accurate news about
the United States and its policies.

(5) Radio Free Asia currently broadcasts
only 5 hours a day in the Mandarin dialect
and 2 hours a day in Tibetan.

(6) Voice of America currently broadcasts
only 10 hours a day in Mandarin and 31⁄2
hours a day in Tibetan.

(7) Radio Free Asia and the Voice of Amer-
ica should develop 24-hour-a-day service in
Mandarin, Cantonese, and Tibetan, as well as
further broadcasting capability in the dia-
lects spoken in Xinjiang and other regions of
the People’s Republic of China.

(8) Radio Free Asia and Voice of America,
in working toward continuously broadcast-
ing the People’s Republic of China in mul-
tiple languages, have the capability to im-
mediately establish 24-hour-a-day Mandarin
broadcasting to that nation by staggering
the hours of Radio Free Asia and the Voice
of America.

(9) Simultaneous broadcasting on Voice of
America radio and Worldnet television 7
days a week in Mandarin are also important
and needed capabilities.
SEC. 3. AUTHORIZATION OF APPROPRIATIONS

FOR INCREASED FUNDING FOR
RADIO FREE ASIA AND VOICE OF
AMERICA.

(a) AUTHORIZATION OF APPROPRIATIONS FOR
INTERNATIONAL BROADCASTING TO CHINA.—In
addition to such sums as are otherwise au-
thorized to be appropriated for ‘‘Inter-
national Broadcasting Activities’’ for fiscal
years 1998 and 1999, there are authorized to
be appropriated for ‘‘International Broad-
casting Activities’’ $46,900,000 for fiscal years
1998 and $31,200,000 for fiscal year 1999, which
shall be available only for broadcasting to
China.

(b) LIMITATIONS.—
(1) RADIO FREE ASIA.—
(A) Of the funds authorized to be appro-

priated under subsection (a) $26,900,000 is au-
thorized to be appropriated for fiscal year
1998 and $21,200,000 is authorized to be appro-
priated for fiscal year 1999 for Radio Free
Asia.

(B) Of the funds under subparagraph (A),
$1,200,000 is authorized to be appropriated for
each such fiscal year for additional person-
nel to staff Cantonese language broadcast-
ing.

(C) Of the funds under subparagraph (A)
authorized to be appropriated for fiscal year

1998, $900,000 is authorized to be appropriated
for additional advanced editing equipment.

(2) 1998.—
(A) Of the funds under subsection (a) au-

thorized to be appropriated for fiscal year
1998, $11,800,000 is authorized to be appro-
priated for capital expenditures for the pur-
chase and construction of transmission fa-
cilities.

(B) Of the funds under subsection (a) au-
thorized to be appropriated for fiscal year
1998, $3,000,000 is authorized to be appro-
priated to facilitate the timely augmenta-
tion of transmitters at Tinian, Marshall Is-
lands.

(c) ALLOCATION.—Of the amounts author-
ized to be appropriated under subsection (a),
the Director of the United States Informa-
tion Agency and the Board of Broadcasting
Governors shall seek to ensure that the
amounts made available for broadcasting to
nations whose people do not fully enjoy free-
dom of expression do not decline in propor-
tion to the amounts made available for
broadcasting to other nations.
SEC. 4. REPORTING REQUIREMENT.

Not later than 90 days after the date of en-
actment of this Act, in consultation with the
Board of Broadcasting Governors, the Presi-
dent shall prepare and transmit to Congress
a report on a plan to achieve continuous
broadcasting of Radio Free Asia and Voice of
America to the People’s Republic of China in
multiple major dialects and languages.
SEC. 5. REDUCTION IN AUTHORIZATION OF AP-

PROPRIATIONS FOR MIGRATION
AND REFUGEE ASSISTANCE.

Notwithstanding any other provision of
law, such amounts as are authorized to be
appropriated for ‘‘Migration and Refugee As-
sistance’’ for fiscal year 1998 shall be reduced
by $21,900,000 and for fiscal year 1999 shall be
reduced by $6,200,000.

The SPEAKER pro tempore. Pursu-
ant to House Resolution 302, the com-
mittee amendment in the nature of a
substitute printed in the bill is adopt-
ed.

The text of the committee amend-
ment in the nature of a substitute is as
follows:

H.R. 2232
Be it enacted by the Senate and House of Rep-

resentatives of the United States of America in
Congress assembled,
SECTION 1. SHORT TITLE.

This Act may be cited as the ‘‘Radio Free
Asia Act of 1997’’.
SEC. 2. FINDINGS.

The Congress makes the following findings:
(1) The Government of the People’s Repub-

lic of China systematically controls the flow
of information to the Chinese people.

(2) The Government of the People’s Repub-
lic of China demonstrated that maintaining
its monopoly on political power is a higher
priority than economic development by an-
nouncing in January 1996 that its official
news agency Xinhua, will supervise wire
services selling economic information, in-
cluding Dow Jones-Telerate, Bloomberg, and
Reuters Business, and in announcing in Feb-
ruary of 1996 the ‘‘Interim Internet Manage-
ment Rules’’, which have the effect of cen-
soring computer networks.

(3) Under the May 30, 1997, order of Premier
Li Peng, all organizations that engage in
business activities related to international
computer networking must now apply for a
license, increasing still further government
control over access to the internet.

(4) Both Radio Free Asia and the Voice of
America, as a surrogate for a free press in
the People’s Republic of China, provide an
invaluable source of uncensored information

to the Chinese people, including objective
and authoritative news of in-country and re-
gional events, as well as accurate news about
the United States and its policies.

(5) Radio Free Asia currently broadcasts
only 5 hours a day in the Mandarin dialect
and 2 hours a day in Tibetan.

(6) Voice of America currently broadcasts
only 10 hours a day in Mandarin and 31⁄2
hours a day in Tibetan.

(7) Radio Free Asia and Voice of America
should develop 24-hour-a-day service in Man-
darin, Cantonese, and Tibetan, as well as fur-
ther broadcasting capability in the dialects
spoken in the People’s Republic of China.

(8) Radio Free Asia and Voice of America,
in working toward continuously broadcast-
ing to the People’s Republic of China in mul-
tiple languages, have the capability to im-
mediately establish 24-hour-a-day Mandarin
broadcasting to that nation by staggering
the hours of Radio Free Asia and Voice of
America.

(9) Simultaneous broadcasting on Voice of
America radio and Worldnet television 7
days a week in Mandarin are also important
and needed capabilities.
SEC. 3. AUTHORIZATION OF APPROPRIATIONS

FOR INCREASED FUNDING FOR
RADIO FREE ASIA AND VOICE OF
AMERICA BROADCASTING TO CHINA.

(a) AUTHORIZATION OF APPROPRIATIONS FOR
RADIO FREE ASIA—

(1) AUTHORIZATION OF APPROPRIATIONS.—
There are authorized to be appropriated for
‘‘Radio Free Asia’’ $30,000,000 for fiscal year
1998 and $22,000,000 for fiscal year 1999.

(2) LIMITATIONS.—
(A) Of the funds under paragraph (1) au-

thorized to be appropriated for fiscal year
1998, $8,000,000 is authorized to be appro-
priated for one-time capital costs.

(B) Of the funds under paragraph (1),
$700,000 is authorized to be appropriated for
each such fiscal year for additional person-
nel to staff Cantonese language broadcast-
ing.

(b) AUTHORIZATION OF APPROPRIATIONS FOR
INTERNATIONAL BROADCASTING TO CHINA AND
NORTH KOREA.—In addition to such sums as
are otherwise authorized to be appropriated
for ‘‘International Broadcasting Activities’’
for fiscal years 1998 and 1999, there are au-
thorized to be appropriated for ‘‘Inter-
national Broadcasting Activities’’ $10,000,000
for fiscal year 1998 and $7,000,000 for fiscal
year 1999, which shall be available only for
enhanced Voice of America broadcasting to
China and North Korea.

(c) AUTHORIZATION OF APPROPRIATIONS FOR
RADIO CONSTRUCTION.—

(1) AUTHORIZATION OF APPROPRIATIONS.—In
addition to such sums as are otherwise au-
thorized to be appropriated for ‘‘Radio Con-
struction’’ for fiscal years 1998 and 1999,
there are authorized to be appropriated for
‘‘Radio Construction’’ $10,000,000 for fiscal
year 1998 and $3,000,000 for fiscal year 1999,
which shall be available only for construc-
tion in support of enhanced broadcasting to
China.

(2) LIMITATION.—Of the funds under para-
graph (1) authorized to be appropriated for
fiscal year 1998, $3,000,000 is authorized to be
appropriated to facilitate the timely aug-
mentation of transmitters at Tinian, the
Commonwealth of the Northern Mariana Is-
lands.

(d) ALLOCATION.—Of the amounts author-
ized to be appropriated for ‘‘International
Broadcasting Activities’’, the Director of the
United States Information Agency and the
Board of Broadcasting Governors shall seek
to ensure that the amounts made available
for broadcasting to nations whose people do
not fully enjoy freedom of expression do not
decline in proportion to the amounts made
available for broadcasting to other nations.
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(e) ALLOCATION OF FUNDS FOR NORTH

KOREA.—Of the funds under subsection (b),
$2,000,000 is authorized to be appropriated for
each fiscal year for additional personnel and
broadcasting targeted at North Korea.
SEC. 4. REPORTING REQUIREMENT.

Not later than 90 days after the date of en-
actment of this Act, in consultation with the
Board of Broadcasting Governors, the Presi-
dent shall prepare and transmit to Congress
a report on a plan to achieve continuous
broadcasting of Radio Free Asia and Voice of
America to the People’s Republic of China in
multiple major dialects and languages.
SEC. 5. UTILIZATION OF UNITED STATES INTER-

NATIONAL BROADCASTING SERV-
ICES FOR PUBLIC SERVICE AN-
NOUNCEMENTS REGARDING FUGI-
TIVES FROM UNITED STATES JUS-
TICE.

United States international broadcasting
services, particularly the Voice of America,
shall produce and broadcast public service
announcements, by radio, television, and
Internet, regarding fugitives from the crimi-
nal justice system of the United States, in-
cluding cases of international child abduc-
tion.

The SPEAKER pro tempore. Pursu-
ant to House Resolution 302, the gen-
tleman from California [Mr. ROYCE]
and the gentleman from Indiana [Mr.
HAMILTON] each will control 30 min-
utes.

The Chair recognizes the gentleman
from California [Mr. ROYCE].

GENERAL LEAVE

Mr. ROYCE. Madam Speaker, I ask
unanimous consent that all Members
may have 5 legislative days within
which to revise and extend their re-
marks on this measure.

The SPEAKER pro tempore. Is there
objection to the request of the gen-
tleman from California?

There was no objection.
Mr. ROYCE. Madam Speaker, I yield

myself such time as I may consume.
Madam Speaker, for the last few days,
the House of Representatives has been
debating policy for the most important
bilateral relationship the United
States has, and that is our relationship
with the People’s Republic of China.
We have heard different views on how
we should deal with this emerging
power. It has been a good debate, a
healthy debate for us to have. I have
supported the initiatives that are part
of that policy for freedom in China
package, because together they con-
tribute to a well-crafted China policy,
a policy which positions the United
States to stand up forcefully for our
values and protect our national secu-
rity. For certain our relationship with
China is not easy. It will be the most
challenging relationship we face in the
next century. Moving forward, we must
have principles to guide this relation-
ship. For one, in all our dealings with
the Beijing regime, it is essential that
we do not shy away from our values.
This means calling the Chinese leader-
ship on democracy and on human
rights, spotlighting the organ harvest-
ing many Members have spoken
against on this floor, and acting when
we can. Standing up for our values also
means promoting the free flow of un-
censored information, which is the life-

blood of our values that Americans
cherish and wish for the Chinese peo-
ple.

b 1500

That is why I am proud to be the au-
thor of the Radio Free Asia Act of 1997.

Everyone here has heard of Radio
Free Europe; that is our effort which
was so effective during the cold war in
bringing information to those stuck be-
hind the Iron Curtain. At that time we
told the people of Eastern Europe what
was happening in their own countries,
but it was not really us telling them. It
was the voices of Hungarians and
Czechs and Poles broadcast on Radio
Free Europe, telling their fellow coun-
trymen about the politics and other de-
velopments in their home countries,
and through this surrogate broadcast-
ing Hungarians and Czechs and Poles
and others were able to learn about
human rights abuses and repression in
their own countries and to ask why.

This information transmitted
through the airwaves was tremen-
dously effective in bringing about the
demise of totalitarian regimes in these
countries. How do we know that?

Lech Walesa of Poland and Vaclav
Havel and Alexander Dubcek of Czecho-
slovakia, men who pulled the founda-
tion out from communism, have said
that Radio Free Europe did more than
anything else to change those Com-
munist regimes of Eastern Europe. It is
clear, information is deadly to dic-
tators. The Chinese people deserve no
less of an effort from us.

Radio Free Asia has been up and run-
ning, breaking official silence in Asia
for over a year now. It is patterned
after Radio Free Europe. Radio Free
Asia targets countries where Asians
are unable to hear about developments
in their own country, unable to hear
about what is happening in their own
capitals and even in their own cities
and towns. Some 95 percent of Radio
Free Asia’s programing focuses on peo-
ple and events within that targeted
country. So while no Lech Walesa has
emerged in China, I believe Radio Free
Asia is one of the most powerful tools
we have for promoting democracy and
promoting human rights in China.

This bill will provide the means to
broadcast 24 hours a day into China
and Tibet and to expand broadcasting
in North Korea. This round-the-clock
broadcasting in Mandarin, Cantonese,
Tibetan, and other dialects will be an
invaluable source of uncensored infor-
mation for the Chinese people, infor-
mation they otherwise would be de-
nied.

What do the Chinese people hear on
Radio Free Asia? Weekly commenta-
tors, a discussion of topical issues with
Chinese journalists. They hear China
In Perspective, which deals with a
range of issues, including the Chinese
media; politics in the media; Tibet
Today, a discussion of current issues in
Tibet; ‘‘Voices of Current Party Mem-
bers’’, which is a weekly discussion
with current party members hosted by

a former editor of the People’s Daily;
and they have their own ‘‘Crossfire’’
show that they hear as well.

That sounds like pretty standard
news and information, right? But it is
not standard in a totalitarian country.
And so the Beijing regime has com-
plained. A Chinese Foreign Ministry
spokesman recently denounced Radio
Free Asia, saying it was using freedom
of speech as an excuse to interfere in
China’s internal affairs. Freedom of
speech and interference in internal af-
fairs, and the Chinese Government has
punished those caught listening to
Radio Free Asia.

It also has tried to shut out these
broadcasts through jamming. This jam-
ming is not too effective though, and it
will be less effective after the new
transmitter approved by the Radio
Free Asia Act of 1997 is built.

The fact is that there is no denying
Radio Free Asia. Just look at this map
of China. Each orange dot on this map
represents a significant cluster of let-
ters received by Radio Free Asia’s Chi-
nese listeners. Up and running only a
little over a year, Radio Free Asia has
received hundreds of these letters,
many of them from students, which in-
dicate that young people are listening
as well, and let me just read sections of
two.

This is from a worker in a labor
union written this past September. He
says, ‘‘every day in the past 8 months,
2 hours of my day belong to Radio Free
Asia, which brings a fresh spring breeze
to the stifling and repressed China and
lets us see the hope for a free and
democratic China.’’

Another letter written 2 months ago,
quote: ‘‘Like most of my Chinese coun-
trymen, I did not know what press free-
dom was and what human rights were,
did not even know that Taiwan called
itself the Republic of China and that
the Dalai Lama even was awarded the
Nobel Peace Prize. Then I bought a
radio set, which made me hunger
knowledge as I never have before.’’

I cannot imagine more powerful
words, and I have nothing to add to
those words.

Madam Speaker, I reserve the bal-
ance of my time.

Mr. HAMILTON. Madam Speaker, I
yield myself such time as I may
consume.

I rise in support of the bill. The bill
authorizes $30 million for Radio Free
Asia for fiscal year 1998, $22 million for
fiscal year 1999. It authorizes an addi-
tional $10 million for enhanced VOA
broadcasting in China and North Korea
for fiscal year 1998, and $7 million for
the same purpose in fiscal year 1999.
The bill also authorizes an additional
$10 million in fiscal year 1998 and $3
million for fiscal year 1999 for radio
construction in support of enhanced
broadcasting to China.

The bill requires that within 90 days
the President and the Board of Broad-
casting Governors submit to the Con-
gress a plan to achieve 24-hour broad-
casting of Radio Free Asia and Voice of
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America to China in multiple dialects
and languages.

The authorization funding for Radio
Free Asia in this bill is identical to
that provided in the State Department
authorization conference language, so
in a sense this is an issue that has al-
ready been agreed upon. There is addi-
tional authorization here for Voice of
America broadcasting in China and
North Korea and for radio construction
that represents an increase in author-
ization levels from the State Depart-
ment authorization conference lan-
guage or the Commerce-Justice-State
conference contemplated funding lev-
els.

Insofar as I know, the administration
has no objection to this bill. It did have
some problems with the original bill. I
think they have been addressed in the
markup of the bill.

I totally agree with the sponsors of
the bill that the promotion through
Radio Free Asia of democracy and
human rights is an extremely impor-
tant element of U.S. foreign policy and
one that we should support. I urge then
the support for the bill.

Madam Speaker, I reserve the bal-
ance of my time.

Mr. ROYCE. Madam Speaker, I yield
3 minutes to the distinguished gen-
tleman from New York [Mr. GILMAN],
the chairman of the Committee on
International Relations.

(Mr. GILMAN asked and was given
permission to revise and extend his re-
marks.)

Mr. GILMAN. Madam Speaker, I am
pleased to rise in support of H.R. 2322
sponsored by the gentleman from Cali-
fornia [Mr. ROYCE]. This measure is an
important enhancement to our inter-
national broadcasting to Asia.

Broadcasting to Asia, and particu-
larly to China, is vital to the spread
and support of democracy and the free-
dom of expression. I fully support the
measure to expand broadcast capabili-
ties of Radio Free Asia and the Voice
of America through additional funding
for personnel, for transmitters and for
other broadcast requirements.

I commend the gentleman from Cali-
fornia [Mr. ROYCE], the distinguished
chairman of our Committee on Inter-
national Relations Subcommittee on
Africa for his foresight in drafting this
bill. This additional funding that is
supported by the Speaker and the
President will increase the opportunity
for the peoples living under com-
munism in Asia to hear news and other
programing untainted by State news
services. Mr. ROYCE’s worthy proposal
will increase transmissions in Man-
darin, Cantonese, Tibetan languages
and other dialects. It is hoped that
when we work with the Senate in con-
ference on this proposal, we will not
forget to add the Uygers in East
Turkestan.

I commend the gentleman and urge
our colleagues to support this measure.

Mr. HAMILTON. Madam Speaker, I
reserve the balance of my time.

Mr. ROYCE. Madam Speaker, I yield
31⁄2 minutes to the distinguished gen-

tleman from Nebraska [Mr. BEREUTER],
chairman of the Subcommittee on Asia
and the Pacific.

(Mr. BEREUTER asked and was
given permission to revise and extend
his remarks.)

Mr. BEREUTER. Madam Speaker, I
would like to begin with an announce-
ment. As some of the Members know,
the Speaker appointed a bipartisan
task force on the Hong Kong transi-
tion, were to give a quarterly report,
and I want my colleagues to know that
the first quarterly report or a sum-
mary thereof will be in the CONGRES-
SIONAL RECORD for today.

Madam Speaker, this legislation is
very important. I rise in strong support
of it and commend my distinguished
colleague, the gentleman from Califor-
nia [Mr. ROYCE], for introducing this
legislation. Madam Speaker, as men-
tioned this legislation authorizes ap-
propriations specifically for broadcast-
ing to China and North Korea and con-
struction of broadcasting facilities.
The purpose of this is to enhance
America’s ability to broadcast, in-
crease the number of languages and
dialects in which Radio Free Asia can
broadcast.

As the chairman of the subcommit-
tee, my colleagues might be interested
in knowing that in order to assure that
accurate, timely, uncensored news and
information gets to China, Vietnam,
Burma, Cambodia, North Korea and the
rest of East Asia, that it is important
to support the activities of Radio Free
Asia and the Voice of America. Radio
Free Asia can provide news to those
who otherwise cannot obtain it because
many of the governments in the region
systematically control the flow of in-
formation to their own citizens.

Currently United States broadcasting
in Chinese dialects totals only 7.5
hours daily by Radio Free Asia and 13
hours daily by Voice of America. This
will permit expansion of broadcasting
to 24 hours per day in Mandarin Chi-
nese, plus expanded broadcasting in
Cantonese, Tibetan, and other dialects.
The combined Voice of America and
Radio Free Asia broadcast to the re-
gion will provide listeners with a full-
service broadcast covering local, na-
tional and international news, together
with U.S. news and discussion of for-
eign policy. This would be the first
around-the-clock broadcasting in Man-
darin to China by any nation.

This resolution would also support
one-time expenditures required to en-
sure reliable transmission of broad-
casts to listeners in China and North
Korea. This includes the purchase,
modification, and operation of a trans-
mission station in Saipan. Actually I
think it is Tinian, an United States
territory currently providing the
strongest broadcast signal to China.
The transmitter would also give Radio
Free Asia a permanent transmission
site, something it now lacks. The in-
creased funds will also go to augment
relay stations that carry the message
on to China and other Asian countries.

Madam Speaker, in a world where
Chinese military and diplomatic influ-
ence is growing, it is useful to remem-
ber the lessons of Radio Free Europe.
Diplomats may have dismissed those
broadcasts, but ordinary people lis-
tened. Eventually it was these ordinary
people who were able to change those
Communist systems.

The people of Asia who live under au-
thoritarian regimes deserve no less of a
commitment from the United States. If
we are serious about spreading the
voice of democracy to China, Vietnam,
Cambodia, North Korea, Burma, and
other authoritarian States in East
Asia, this legislation assures that the
message of democracy reaches the
broadest possible audience.

In conclusion, Madam Speaker, this
Member again would like to commend
the distinguished gentleman from Cali-
fornia [Mr. ROYCE] for his dedication
and assistance in making this impor-
tant increase in funding for Radio Free
Asia and the Voice of America. It is an
initiative which this Member has advo-
cated in the House Committee on
International Relations and elsewhere,
and I thank this gentleman for bring-
ing it to fruition.

Mr. HAMILTON. Madam Speaker, I
yield 3 minutes to the distinguished
gentleman from Indiana [Mr. ROEMER].

Mr. ROEMER. Madam Speaker, I
thank my good friend and fellow Hoo-
sier from Indiana for yielding this time
to me, and I rise in strong support of
this legislation.

I think this legislation has been ex-
plained very well by Members on both
the Republican and the Democratic
side. This bill authorizes $30 million for
Radio Free Asia for fiscal year 1998 and
$22 million for fiscal year 1999. As im-
portantly, the bill authorizes an addi-
tional 10 million for enhanced VOA
broadcasting in China and in North
Korea for fiscal year 1998 and 7 million
for the same purpose for fiscal year
1999.

As we have talked, Madam Speaker,
this past week about American values,
about human rights, about putting em-
phasis on these kinds of things in our
very important bilateral relationship
between the United States and China,
this bill, I think, is at the crux of many
of the things that the United States
stands for.

b 1515

We have engaged, I think, the past 2
weeks, when Jiang Zemin visited this
country, in what the President has
very appropriately called constructive
engagement.

Now, there are some in this body that
feel like we should not engage with the
Chinese. I personally strongly support
the President’s constructive engage-
ment. That means that you sit down
and listen to one another, you meet
with one another, and, at times, you
strongly disagree with one another.

There is no better example, and I say
to my colleagues on constructive en-
gagement, there is no better example
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of this than when the President was
having a press conference with Jiang
Zemin last week and a reporter asked
them about Tiananmen Square. And
Jiang Zemin said they did, in fact,
what they had to do to restore eco-
nomic and social stability.

And then the President had his turn,
and the President very forcefully said,
‘‘I disagree, and you did the wrong
thing. You did not do what was just,
you did not stand up for human rights,
and you will continue to be isolated in
the world if you engage like that.’’

That is constructive engagement. I
think in the most important bilateral
relationship that our two countries
will engage in, the Chinese and the
American people in the next 20 and 30
and 50 years, the President’s policy is
right on the mark.

Now, I also think that we have en-
gaged in some very constructive votes
this past week. I personally have voted
to stop the coerced abortions, and I ap-
plaud this body for that. I have voted
to more prominently monitor human
rights, and I applaud this body for that.
I encourage more religious freedom in
China. I think that these are the kinds
of things we need to engage in with the
Chinese, constructive engagement, and
not destructive rhetoric.

I applaud the author of this bill, and
I strongly encourage my colleagues to
support it.

Mr. ROYCE. Madam Speaker, I yield
3 minutes to the gentleman from New
York [Mr. SOLOMON], the distinguished
chairman of the Committee on Rules.

Mr. SOLOMON. Madam Speaker, I
certainly thank the gentleman from
California for yielding me time.

Madam Speaker, as we bring this
China package to a close, I would just
once again like to thank all of these
people who helped make this happen,
the gentleman from California [Mr.
COX], the gentleman from New York
[Mr. GILMAN], the gentleman from New
Jersey [Mr. SMITH], the gentlewoman
from California [Ms. PELOSI], the gen-
tleman from Missouri [Mr. GEPHARDT]
on the other side of the aisle, and all of
the rest of the Members and staff who
have been so committed on this for
such a long time.

This has been a grueling process, yes,
it has; several days on the floor, and
months, even years of work, by the
people that I have just mentioned.

But for those who are fatigued, and I
certainly am, we must remember, what
we endure is nothing compared to what
the people of China have endured on a
daily basis, every single day through-
out the 48-year reign of the Com-
munists in that unfortunate country,
and they are the reason we have been
here for the past several days with this
very, very vital legislation, for we all
know that when the people of China
are free, America and China will de-
velop a long-lasting friendship, and
that is the way it ought to be, based on
respect, based on trust and the mutual
interests of 1.5 billion people.

That is why it is fitting that we end
this process with the gentleman from

California [Mr. ROYCE], and I commend
the gentleman from California [Mr.
ROYCE] on this bill to enhance the ca-
pabilities of Radio Free Asia and the
Voice of America to broadcast the
truth to the Chinese people.

Madam Speaker, few things could be
more heartening than to hear the sto-
ries from the victims of Communist re-
pression in the former Soviet Union
about how Radio Liberty about how
Radio Free Europe and the Voice of
America kept their hopes alive, gave
them a beacon of hope during their
darkest hours behind that Iron Cur-
tain, and now they are free. Awareness
of the truth and the knowledge that
someone else really cared about them
kept these people going under the
worst of circumstances.

Madam Speaker, this is real engage-
ment, engagement with the people of
China, not with those Communist
thugs who repress them, who imprison
them, who beat them and give them a
bad name abroad with their missile di-
plomacy and rogue activities. And we
all know what we have been talking
about for the last 3 weeks.

Radio Free Asia and the Voice of
America are underfunded. They are
only broadcasting a few hours a day
and only a couple of dialects. This bill
rectifies that by giving $50 million for
this year alone.

Madam Speaker, if the Committee on
Appropriations sees fit to provide this
money, and we all here will see they
will, I can even suggest a perfect offset.
Thursday night, this House approved
my bill to oppose the World Bank’s soft
loans to the Communist Government of
China by an overwhelming majority.

In 1996, the World Bank loaned about
$500 million to these thugs in Beijing.
Since the United States owns about 15
percent of the World Bank, that means
American taxpayers directly gave the
Communist dictators in Beijing $75
million of the taxpayers’ money in in-
terest-free, 35-year loans, and a 30-year
grace period. We can put an end to
that.

Madam Speaker, I thank the gen-
tleman for yielding me this time. And
this is perhaps the fitting end to these
10 bills that we have brought on this
floor. The gentleman is to be com-
mended. Let us come over here and
vote unanimously for this vital piece of
legislation.

Mr. ROYCE. Madam Speaker, I yield
21⁄2 minutes to my colleague, the gen-
tleman from California [Mr.
ROHRABACHER].

Mr. ROHRABACHER. Madam Speak-
er, I rise in strong support of this
amendment and Radio Free Asia. I
would like to compliment the gen-
tleman from California [Mr. ROYCE],
my colleague and fellow Orange
Countian, who has done so much over
the years on this issue. He has made it
real.

Ed, congratulations for a job well
done.

There would not be a Radio Free Asia
in the works and heading toward going

on the air if it was not for the fact that
the gentleman from California [Mr.
ROYCE] put in so much time and effort
on this commendable piece of legisla-
tion.

During the cold war, we must remem-
ber that it was not our weapons and
technology alone that won the day and
ushered the world into a new era of
peace and prosperity. And peace and
prosperity is yet to prevail, but we
have more opportunities for that than
we have had during my entire lifetime.

While the courage of the Armed
Forces and their technological edge
was certainly an imperative that we
needed during the cold war, our com-
mitment to Radio Free Europe, the
Voice of America, and Radio Liberty
kept alive the flame of freedom in the
hearts of people who were oppressed
from the Balkans to the Baltics. This
flame was in the hearts of America’s
greatest allies.

Our greatest allies in the cold war
were those people who lived in Com-
munist countries. And when they knew
that we did not forget them, the flame
lived on and eventually that conflagra-
tion brought down the Communist em-
pire. With communism we were able to
destroy the wills of the leadership by
mustering support among the people
they repressed.

The Good Book tells us that the
truth will make you free. Today, with
the Soviet collapse, it is our turn now;
we must turn to finish the job. We
must show the people of Asia that we
have as great a commitment to their
freedom as we had to the people of Eu-
rope.

Radio Free Asia will affirm to the
good people throughout Asia that we
are on their side, and they need this
message when they can only see U.S.
corporations exploiting their cheap
labor, exploiting their environmental
laws that permit corporations to come
in and exploit the environment. When
they see these, they need to be re-
affirmed.

The people of Asia need a confirma-
tion that we are on their side, and that
is what Radio Free Asia will do. The
Ughyurs, for example, in East
Turkmenistan, now live under the heel
of the Communist dictatorship in
Beijing. We need to broadcast to those
and other people, whether they be in
Burma, Vietnam, or elsewhere, we be-
lieve in freedom, and if we hold firm to
our principles in the United States of
America, those principles of our
Founding Fathers, we will finish the
job of ending the cold war, and indeed
the world will have a new era of peace
and prosperity and freedom.

Mr. HAMILTON. Madam Speaker, I
yield 3 minutes to the distinguished
gentlewoman from Texas [Ms. JACK-
SON-LEE].

(Ms. JACKSON-LEE of Texas asked
and was given permission to revise and
extend her remarks.)

Ms. JACKSON-LEE of Texas. I, too,
rise this afternoon to give my apprecia-
tion for the author of this legislation
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and as well the ranking member of this
committee for coming together around
a very instructive and creative oppor-
tunity for us to recognize and to com-
memorate, if you will, the results of
Radio Free Europe.

I can almost say to this House, need
I say any more, all of us who have
grown up in the World War era are
aware of the impact of Radio Free Eu-
rope. In fact, it became the symbol of
freedom. And as we listened ourselves,
hearing about stories and reports on
Radio Free Europe, needless to say,
those voices that were being heard
were impacting on smaller ears, young-
er people, people who thought that
freedom now could be a reality for
them.

Why not Radio Free Asia? In the
time of child labor, religious persecu-
tion, and the denial of free thought, in
one of the biggest markets in this
world, do we not have the responsibil-
ity to say that economics is important
but the free thought of those who live
under those systems has to be of pri-
mary importance to those of us who
claim capitalism on the economic side
but freedom of thought and religion on
the social justice side?

Yes, many of us have supported most
favored-nation and we recognize
through our corporate community that
Southeast Asia is an attractive mar-
ket. But can we stand by while the dol-
lars flow in and out, while the markets
increase, and yet there are people in
these nations who cannot gather in
their homes to worship their God?

There are people in these nations
who cannot think freely for themselves
to worship as they desire. And, yes,
there are those who have been called to
claim the message of whatever faith
they believe in who cannot speak.

Radio Free Asia has to exist. We
must use it responsibly, however. It
cannot be accusatory. It cannot be
threatening. It should not be where it
is decisive. We simply have to let them
hear the truth. We simply have to have
them hear the voices of reason. We
simply have to have those voices of
free thought who can speak about the
issues in a free and thoughtful manner
be projected on those younger ears,
those ears of those who have not heard.

I think Radio Free Asia will tell the
real story. Once you hear and once you
understand, then you will act. That is
what this whole opportunity for Radio
Free Asia will generate, and that is a
hearing and understanding and an act-
ing.

Madam Speaker, I would simply say
that the dollar is not the almighty dol-
lar as some of us have heard it claimed.
It must be balanced with the freedom
of speech and understanding, the free-
dom of religion, the freedom of
thought. And out of that comes a real
appreciation for where you live, and
the value of the dollar diminishes when
you have freedom for all.

I thank the author of the bill and en-
courage all of my colleagues to vote for
this very timely legislation.

Mr. ROYCE. Madam Speaker, I yield
2 minutes to my colleague, the gen-
tleman from Arizona, [Mr. SALMON],
who speaks Mandarin and has spent
time in China,.

Mr. SALMON. Madam Speaker, I
thank the gentleman for introducing
this badly needed piece of legislation.
In fact, I do not think I am alone in be-
lieving that this alone will probably go
further than almost anything else that
we have done this week or probably
this year.

Mr. Rohrabacher made a comment, in
fact quoted my favorite scripture from
the New Testament, when he said, you
shall know the truth and the truth
shall make you free. Unfortunately, in
China the truth does not find a way of
filtering itself down to the common
people on a daily basis.

I saw some footage last week when
President Jiang Zemin visited these
United States about the coverage in
China, and it is interesting, because as
we know, in watching our media, when
Mr. Jiang went from place to place,
there were numerous protests regard-
ing various policies, regarding policies
regarding Tibet, regarding policies
dealing with religious worship, regard-
ing policies dealing with forced abor-
tion. In fact, it was a very mixed bag of
reviews. Most of the stops that he
made had very, very angry people.

But none of that was filtered down to
the common citizens in China. They
never heard that information. They
think everything is hunky-dory and we
all love the guy.

That kind of information has to get
down to the people so they do not give
way to despondency, so they can keep
some hope, some courage, that freedom
is very much alive here in this country
and we are still plugging for them.

When we continue with MFN, which
a majority of Members in this body
supported, sometimes I wonder if they
get a mixed message, a wrong message.
Many of us who support MFN also care
deeply about human rights. We don’t
believe it is OK to turn a deaf ear to
the human misery and suffering going
on in China. We believe it is time for
tough talk.

As the gentleman from Indiana [Mr.
ROEMER] said, the President made some
very tough statements last week, as he
should have. That needs to be filtered
town to the rank and file. They need to
know that we care; they need to know
we are with them, that we believe in
freedom and that we believe it will
happen if we persevere. That is what
constructive engagement is all about.

Congratulations, Mr. ROYCE. This bill
is going to go a long way to providing
truth for the Chinese people.

Mr. ROYCE. Madam Speaker, I yield
21⁄4 minutes to the gentleman from Ar-
kansas [Mr. HUTCHINSON].

b 1530

Mr. HUTCHINSON. Madam Speaker,
I rise in strong support of H.R. 2232,
and I want to express my appreciation
to the gentleman from California for

his leadership on this very important
issue.

As a new Member of Congress, I be-
lieve this legislation involves one of
the most important issues we have
dealt with. My colleagues might ask
why is that the case, and it is because
it involves the fundamental issues of
freedom and liberty.

I think about my father, who is now
deceased, but when wartime came
around, he was past draft age, he had 4
children, he did not need to go, but he
went to serve in our Armed Forces.
Why did he go, as so many others went?
Because it was not necessarily what
was happening in America, but it was
about what America stood for; it was
about liberty, it was about freedom, it
was about supporting that voice
around the world.

I think it is what America stands for.
Today, the Voice of America, Radio
Free Asia, needs to be strengthened in
China. Madam Speaker, $10 million for
the Voice of America, $20 million for
Radio Free Asia. It is money well
spent.

I think about Tiananmen Square and
the images that that portrayed across
America of those Chinese students, in
their way, standing for freedom and
speaking against a repressive regime.
What can we do to help them?

Well, there are some things that we
can do in these bills that we have
passed, and China sanction legislation
represents that. But there is one thing
that government cannot stop and that
is the Voice of America, it is the voice
of freedom, the voice of liberty. Truth,
truth cannot be shut out. If we can get
that message in, then we can encour-
age those people who are still being re-
pressed; we can raise the voice and
awareness of democracy.

There is a temptation in America
today that we should withdraw from
world affairs, that we do not need to be
concerned with what happens in China,
and I reject that argument. I believe
that we still need to be the leader of
the free world. As Alexander Sol-
zhenitsyn said, who is the Russian dis-
sident who spent years in the gulag, ‘‘If
America does not lead the free world,
then the free world will not have a
leader.’’

This is a small burden to pay for the
price of liberty. We should support it
enthusiastically. I urge my colleagues
to support it.

Mr. HAMILTON. Madam Speaker, I
yield 3 minutes to the distinguished
gentleman from Illinois [Mr. PORTER].

Mr. PORTER. Madam Speaker, I
thank the gentleman from Indiana for
his graciousness in yielding me this
time. I commend him and the gen-
tleman from California [Mr. ROYCE] for
their tremendous leadership in bring-
ing this bill to the floor of the House of
Representatives.

Madam Speaker, when we complete
this series, we will have passed nine
very significant bills designed to effect
change in China. While I am biased on
this matter, I believe this is the best of
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the nine, and I believe that because I
think it has more potential than any of
the others in really providing for
change in Chinese society.

We know this because of the record of
Radio Liberty and Radio Free Europe
during the cold war. Madam Speaker,
surrogate radios are not propaganda,
they are the beaming of truth and
ideas and news into censored societies,
societies where those ideas from out-
side are not permitted. And under
Radio Free Asia, the concepts of free-
dom, of democracy, of free enterprise,
of the rule of law, of an independent ju-
diciary, the very values that we as
Americans believe in so deeply, are
reaching their way today into closed
societies in Asia.

The ideas of Jefferson and Lincoln,
the ideas that cannot be heard there,
the ideas of their own people in believ-
ing in these values are getting through,
and this legislation will cause that to
be ramped up 3 times what we are
doing today, and will affect not only
China, but Burma, Vietnam, Tibet,
North Korea, Laos, places where auto-
cratic regimes hold sway.

Madam Speaker, this is cost-effective
legislation and $40 million will provide
for construction of new antennae and
broadcasting facilities and the broad-
casts themselves. Through Voice of
America and Radio Free Asia, and let
me say, Madam Speaker, that Voice of
America is equally important in doing
a marvelous job for this country all
across this world. It is simply a dif-
ferent approach than the surrogate ra-
dios. Both are needed. We will be able
to broadcast 24 hours a day in Man-
darin, more broadcasts in Cantonese.
This is exactly what we need to be
doing.

Madam Speaker, 3 years ago myself
and Helen Bentley conceived Radio
Free Asia. Senator BIDEN picked up
this matter over in the Senate and
came aboard, and we passed legislation
into law, and today Dick Richter and
his very able staff are making a real
difference in that part of the world.

The concept of beaming truth and
uncensored news and information and
ideas and values will change these
closed societies, will make a difference
in the lives of the Chinese people and
the people of Burma and Vietnam and
other places in Europe. They will do so
at a much less cost than any other ap-
proach, and with tremendous effective-
ness. I commend the gentleman from
California [Mr. ROYCE]; I commend the
gentleman from New York [Mr. GIL-
MAN]; the gentleman from Indiana [Mr.
HAMILTON]; the gentleman from Ne-
braska [Mr. BEREUTER]. All of them
have provided tremendous leadership
in making this happen.

This is extremely important legisla-
tion that will make a true difference in
this world, and I commend it to all
Members.

Mr. ROYCE. Madam Speaker, I yield
4 minutes to the distinguished gen-
tleman from California [Mr. COX],
chairman of the Policy Committee, a

colleague who has spearheaded the Pol-
icy for Freedom package.

Mr. COX of California. Madam
Speaker, I would like to thank espe-
cially the gentleman from California
[Mr. ROYCE]. I want to commend the
sponsor of this vital bill, my colleague
from California, the chairman of the
Committee on International Relations
Subcommittee on Africa, for his lead-
ing role in policymaking. Prior to his
committee chairmanship on the Sub-
committee on Africa, he was the vice
chairman of the Subcommittee on Asia
and the Pacific. He went with the
Speaker of the House this year to the
People’s Republic of China, to Taiwan
and to Hong Kong, and today, after lit-
erally years of work, he is bringing to
us this bill which is rightly praised by
his colleagues on both sides of the
aisle.

Radio Free Asia builds on Justice
Louis Brandeis’ great axiom of civil
liberties, that sunshine is the best dis-
infectant. That is what this is all
about. That is what in fact makes our
system so wonderfully resilient.

Driving to the Capitol on a recent
day, listening to our local news radio
station, WTOP, I heard no fewer than 3
separate China Moments, China Mo-
ments paid for by government-owned
firms in the People’s Republic of China.
They lionized President Jiang Zemin.
They hyped Communist rule in China.
They propagandized in the best Madi-
son Avenue style that money can buy,
and I listened to it, because I am an
American.

The Government of the People’s Re-
public of China can talk directly to us
as Americans whenever they wish to do
so, through their own magazines,
which they do in this country, through
the Internet, through talking heads on
television and via authentic, unbiased,
competitive news media in our coun-
try. Information, not just in America,
but in the world, is the oxygen of free-
dom, and at the same time, censorship
is the staff of life for a dictatorship.
The People’s Republic of China’s Gov-
ernment knows this full well, and as a
result, control and suppression of infor-
mation is of paramount priority for
them.

The PRC’s oligarchy controls all
newspapers, all radio, all television,
through suffocating direct ownership
or, just as stifling, censorship and reg-
ulation. It controls informal flows of
information through the pervasive use
of wiretapping, informants and surveil-
lance, and it is even building an infra-
structure so that the state in the 21st
century can control the Internet. It is
now seeking to jam broadcasts of Radio
Free Asia and the Voice of America, an
issue that our leadership raised di-
rectly with President Jiang when he
was here in the Capitol just days ago.

The bill of the gentleman from Cali-
fornia [Mr. ROYCE]) is going to allow
24-hour-a-day broadcasts of Radio Free
Asia in Mandarin, Cantonese and Ti-
betan as well as broadcasting in other
major dialects. It will allow the cre-

ation of a Cantonese Language Service
with 16 journalists. I strongly com-
mend this bill which will let sunlight
shine into every corner of China.

When Jiang Zemin visited the United
States of America, he went to visit the
Liberty Bell, and he read the Biblical
verse on the Liberty Bell that reads:
‘‘Proclaim liberty throughout the land
unto all the inhabitants thereof.’’ That
is what Radio Free Asia will do in
Communist China.

Let freedom ring across the length
and breadth of China, Madam Speaker.
Pass this bill.

Mr. HAMILTON. Madam Speaker, I
yield back the balance of my time.

Mr. ROYCE. Madam Speaker, I want
to thank our colleague, the gentleman
from California [Mr. COX] and his able
staff, and I would like to thank the
gentleman from Illinois [Mr. PORTER],
who promoted Radio Free Asia over the
years. A tremendous amount of work
has gone into this effort. We have had
a long and thorough debate throughout
the last few days. There have been dif-
ferences, but the Chinese people are
yearning for information; not propa-
ganda, but unbiased information, that
is all. So I hope bolstering Radio Free
Asia is something we can all support.
This program has the opportunity to
provide more than 1.4 billion, one-
fourth of the world’s population, with a
daily dose of truth.

I would like to close my time by
reading one last letter Radio Free Asia
received from one of its Chinese listen-
ers. ‘‘Congratulations on the first anni-
versary of your Mandarin broadcasts. I
am one of your listeners writing to
offer my thanks and congratulations.
You have worked so hard and during
this last year you have won some great
victories. Here is hoping that your sta-
tion in the future will gain a foothold
in Asia and the world, and not fear cru-
elty and inhumanity.’’

Madam Speaker, in closing, let me
yield 3 minutes to my distinguished
colleague, the gentlewoman from San
Francisco, CA [Ms. PELOSI]).

Ms. PELOSI. Madam Speaker, I
thank the gentleman for yielding me
this time. I intend to yield back so
that he can close, because he has
worked so hard on this issue. But I will
take a little bit of the time, if I may.

I thank my colleague the gentleman
from California [Mr. ROYCE] for his
leadership in bringing this important
bill to the floor. It is appropriate that
this piece of legislation be the last in
this series of China bills, because it is
a banner issue that we treat the people
in Asia, Radio Free Asia in Asia and in
China the way we conducted our ap-
proach to people in Eastern Europe
throughout the cold war.

The gentleman from California [Mr.
COX] was instrumental in putting a
package together which had great con-
sensus in this body. There were some of
us who thought we could do more, but
my colleague can prove us wrong by
making these bills long, and then mak-
ing these issues policy.
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The leadership of the gentleman from

California [Mr. COX] and the gentleman
from California [Mr. ROYCE] and the
gentleman from New York [Mr. GIL-
MAN] and others enabled us to call to
the attention of our colleagues and to
our country the concerns that we have
about the United States-China rela-
tionship. Most certainly we believe in
engagement, but it must be effective
engagement, that instead of contribut-
ing to an increased trade deficit and
proliferation of weapons of mass de-
struction with impunity and ignoring
of the repression in China, instead,
that effective engagement would make
the world safer, the trade fairer, and
people freer. And Radio Free Asia, the
Radio Free Asia part of this package is
further to the point of making people
freer.

So many people have told us, and I
know that my colleagues have ad-
dressed this, that in the course of the
cold war their consolation was Radio
Free Europe, that people in the outside
world had not forgotten them, that we
did respect their aspirations to live in
a freer society. It was true then in Eu-
rope, it is true now for Asia, and we re-
ject the notion that democratic free-
doms and individual human rights are
Western values. Indeed, they are uni-
versal values written on the hearts of
men. The people in China who aspire
for a freer China have quoted Thomas
Jefferson, really quoted Thomas Jeffer-
son. They have lived his words, not
mocked them, as President Jiang did
when he came here.
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They have fought, risked their per-
sonal lives, the security of their fami-
lies, and, indeed, their lives for prin-
ciples that we as a country have advo-
cated.

We say that promoting democratic
values is a cornerstone of our foreign
policy. If indeed it is in the world, it
must be also in China. Radio Free Asia
is the mechanism for us to give some
encouragement to those who take such
risks for freedom. Those people are the
legitimate heirs of our Founding Fa-
thers. For that reason, I commend my
colleague for his leadership.

Mr. ROYCE. Madam Speaker, I yield
myself such time as I may consume.

Madam Speaker, for the sake of free-
dom in China and throughout Asia, I
urge my colleagues to support H.R.
2232, as amended, the Radio Free Asia
Act of 1997.

Mr. KIM. Madam Speaker, I rise in strong
support of H.R. 2232, a bill to authorize addi-
tional funds for Voice of America broadcasts in
Chinese and Korean.

As a young boy growing up in Seoul during
the Communist invasion, I can remember hud-
dling around the radio with my family listening
to these Voice of America broadcasts. In oc-
cupied Seoul, VOA was a prime source of
news and inspiration in desperate times by
providing timely and accurate news, unfiltered
by our North Korean oppressors.

Today, North Korea is the most isolated,
closed society in the world. The Communist

regime maintains tight control of the dissemi-
nation of information within North Korea. Our
VOA broadcasts are the people’s lifeline to
outside news and information, and otherwise
available.

Several weeks ago, I had the opportunity to
meet with two North Korean defectors who
were visiting Washington. They told of how
North Koreans—desperate for real news from
the outside world—risk their lives to listen to
VOA broadcasts. If found by North Korean au-
thorities, they face certain execution on the
spot. Yet thousands surround secret, miniature
radios listening to our VOA broadcasts.

Madam Speaker, VOA broadcasts to China
and North Korea provide those people with
their primary source of accurate news and in-
formation about events in their country and
around the world.

I urge my colleagues to support this bill.
Mrs. LINDA SMITH of Washington. Madam

Speaker, I rise today in support of H.R. 2232,
the Radio Free Asia Act authored by Con-
gressman ED ROYCE. I believe this legislation
is one of the most important pieces of the
China package that the House of Representa-
tives has been considering this week because
it gives people hope. It is the most tangible
way for the Chinese people to learn about the
democratic rule of law, human rights, and cur-
rent events around the world. It will also audi-
bly demonstrate the aspirations of the Amer-
ican people to have a positive relationship with
China as we enter the 21st century.

The Radio Free Asia Act is a direct counter-
point to the oppressive policies of the Chinese
Government. The lack of a free flow of infor-
mation within China makes it all the more im-
portant that the broadcasts of Voice of Amer-
ica and Radio Free Asia are heard loud and
clear. While the government of China can sti-
fle their own press and attempt to jam our
broadcasts, by increasing the number of hours
on the air as well as the variety of dialects, a
message of hope and freedom will be heard
by countless millions.

My colleague, Congressman FRANK WOLF,
recently came back from a trip to Tibet and he
reported that the broadcasts of Radio Free
Asia were a great source of encouragement to
the Tibetan population. The least that we can
do is to ensure that these broadcasts continue
by providing the necessary funds to sustain
and increase these broadcasts.

I urge my colleagues to join me in passing
the Radio Free Asia Act.

Mr. ROYCE. Madam Speaker, I yield
back the balance of my time.

The SPEAKER pro tempore (Mrs.
EMERSON). Pursuant to House Resolu-
tion 302, the previous question is or-
dered on the bill, as amended.

The question is on the engrossment
and third reading of the bill.

The bill was ordered to be engrossed
and read a third time, and was read the
third time.

The SPEAKER pro tempore. The
question is on the passage of the bill.

The question was taken; and the
Speaker pro tempore announced that
the ayes appeared to have it.

Mr. ROYCE. Madam Speaker, on that
I demand the yeas and nays.

The yeas and nays were ordered.
The SPEAKER pro tempore. Pursu-

ant to clause 5(b) of rule I, further pro-
ceedings on this matter are postponed.

DESIGNATION OF THE HONORABLE
CONSTANCE A. MORELLA TO ACT
AS SPEAKER PRO TEMPORE TO
SIGN ENROLLED BILLS AND
JOINT RESOLUTIONS FOR RE-
MAINDER OF FIRST SESSION OF
105TH CONGRESS

The SPEAKER pro tempore laid be-
fore the House the following commu-
nication from the Speaker:

WASHINGTON, DC,
November 9, 1997.

I hereby designate the Honorable CON-
STANCE A. MORELLA to act as Speaker pro
tempore to sign enrolled bills and joint reso-
lutions for the remainder of the first session
of the One Hundred Fifth Congress.

NEWT GINGRICH,
Speaker of the House of Representatives.

The SPEAKER pro tempore. Without
objection, the designation is agreed to.

There was no objection.
f

COMMUNICATION FROM CHAIRMAN
OF THE COMMITTEE ON TRANS-
PORTATION AND INFRASTRUC-
TURE

The Speaker pro tempore laid before
the House the following communica-
tion from the chairman of the Commit-
tee on Transportation and Infrastruc-
ture; which was read and, without ob-
jection, referred to the Committee on
Appropriations and ordered to be print-
ed.

Washington, DC, November 4, 1997.
Hon. NEWT GINGRICH,
Speaker, United States House of Representa-

tives, Capitol Building, Washington, DC.
DEAR SPEAKER GINGRICH: On Wednesday,

October 29, 1997, the Committee on Transpor-
tation and Infrastructure, pursuant to 40
U.S.C. § 606, approved fifteen resolutions au-
thorizing appropriations for federal buildings
and leased space. Please find enclosed copies
of these resolutions.

With warm regards, I remain,
Sincerely,

BUD SHUSTER,
Chairman.

There was no objection.

f

ANNOUNCEMENT BY THE SPEAKER
PRO TEMPORE

The SPEAKER pro tempore. Pursu-
ant to the provisions of clause 5 of rule
I, the Chair announces that she will
postpone further proceedings today on
each motion to suspend the rules on
which a recorded vote or the yeas and
nays are ordered, or on which the vote
is objected to under clause 4 of rule
XV.

Such rollcall votes, if postponed, will
be taken later today.

f

VETERANS’ BENEFITS ACT OF 1997

Mr. STUMP. Madam Speaker, I move
to suspend the rules and pass the Sen-
ate bill (S. 714) to extend and improve
the Native American Veteran Housing
Loan Pilot Program of the Department
of Veterans Affairs, to extend certain
authorities of the Secretary of Veter-
ans Affairs relating to services for
homeless veterans, to extend certain
other authorities of the Secretary, and
for other purposes, as amended.
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The Clerk read as follows:

S. 714
Be it enacted by the Senate and House of Rep-

resentatives of the United States of America in
Congress assembled,
SECTION 1. SHORT TITLE; TABLE OF CONTENTS.

(a) SHORT TITLE.—This Act may be cited as
the ‘‘Veterans’ Benefits Act of 1997’’.

(b) TABLE OF CONTENTS.—The table of con-
tents of this Act is as follows:
Sec. 1. Short title; table of contents.
Sec. 2. References to title 38, United States

Code.
TITLE I—EQUAL EMPLOYMENT OPPOR-

TUNITY PROCESS IN THE DEPART-
MENT OF VETERANS AFFAIRS

Sec. 101. Equal employment responsibilities.
Sec. 102. Discrimination complaint adjudica-

tion authority.
Sec. 103. Assessment and review of Depart-

ment of Veterans Affairs em-
ployment discrimination com-
plaint resolution system.

TITLE II—EXTENSION AND
IMPROVEMENT OF AUTHORITIES

Sec. 201. Native American Veteran Housing
Loan Program.

Sec. 202. Treatment and rehabilitation for
seriously mentally ill and
homeless veterans.

Sec. 203. Extension of certain authorities re-
lating to homeless veterans.

Sec. 204. Annual report on assistance to
homeless veterans.

Sec. 205. Expansion of authority for en-
hanced-use leases of Depart-
ment of Veterans Affairs real
property.

Sec. 206. Permanent authority to furnish
noninstitutional alternatives to
nursing home care.

Sec. 207. Extension of Health Professional
Scholarship Program.

Sec. 208. Policy on breast cancer mammog-
raphy.

Sec. 209. Persian Gulf War veterans.
Sec. 210. Presidential report on preparations

for a national response to medi-
cal emergencies arising from
the terrorist use of weapons of
mass destruction.

TITLE III—MAJOR MEDICAL FACILITY
PROJECTS CONSTRUCTION AUTHOR-
IZATION

Sec. 301. Authorization of major medical fa-
cility projects.

Sec. 302. Authorization of major medical fa-
cility leases.

Sec. 303. Authorization of appropriations.
TITLE IV—TECHNICAL AND CLARIFYING

AMENDMENTS
Sec. 401. Technical amendments.
Sec. 402. Clarification of certain health care

authorities.
Sec. 403. Correction of name of medical cen-

ter.
Sec. 404. Improvement to spina bifida bene-

fits for children of Vietnam vet-
erans.

SEC. 2. REFERENCES TO TITLE 38, UNITED
STATES CODE.

Except as otherwise expressly provided,
whenever in this Act an amendment or re-
peal is expressed in terms of an amendment
to, or repeal of, a section or other provision,
the reference shall be considered to be made
to a section or other provision of title 38,
United States Code.
TITLE I—EQUAL EMPLOYMENT OPPOR-

TUNITY PROCESS IN THE DEPARTMENT
OF VETERANS AFFAIRS

SEC. 101. EQUAL EMPLOYMENT RESPONSIBIL-
ITIES.

(a) IN GENERAL.—(1) Chapter 5 is amended
by inserting at the end of subchapter I the
following new section:

‘‘§ 516. Equal employment responsibilities
‘‘(a) The Secretary shall provide that the

employment discrimination complaint reso-
lution system within the Department be es-
tablished and administered so as to encour-
age timely and fair resolution of concerns
and complaints. The Secretary shall take
steps to ensure that the system is adminis-
tered in an objective, fair, and effective man-
ner and in a manner that is perceived by em-
ployees and other interested parties as being
objective, fair, and effective.

‘‘(b) The Secretary shall provide—
‘‘(1) that employees responsible for coun-

seling functions associated with employment
discrimination and for receiving, investigat-
ing, and processing complaints of employ-
ment discrimination shall be supervised in
those functions by, and report to, an Assist-
ant Secretary or a Deputy Assistant Sec-
retary for complaint resolution manage-
ment; and

‘‘(2) that employees performing employ-
ment discrimination complaint resolution
functions at a facility of the Department
shall not be subject to the authority, direc-
tion, and control of the Director of the facil-
ity with respect to those functions.

‘‘(c) The Secretary shall ensure that all
employees of the Department receive ade-
quate education and training for the pur-
poses of this section and section 319 of this
title.

‘‘(d) The Secretary shall, when appro-
priate, impose disciplinary measures, as au-
thorized by law, in the case of employees of
the Department who engage in unlawful em-
ployment discrimination, including retalia-
tion against an employee asserting rights
under an equal employment opportunity law.

‘‘(e)(1)(A) Not later than 30 days after the
end of each calendar quarter, the Assistant
Secretary for Human Resources and Admin-
istration shall submit to the Committees on
Veterans’ Affairs of the Senate and House of
Representatives a report summarizing the
employment discrimination complaints filed
against the individuals referred to in para-
graph (2) during such quarter.

‘‘(B) Subparagraph (A) shall apply in the
case of complaints filed against individuals
on the basis of such individuals’ personal
conduct and shall not apply in the case of
complaints filed solely on the basis of such
individuals’ positions as officials of the De-
partment.

‘‘(2) Paragraph (1) applies to the following
officers and employees of the Department:

‘‘(A) The Secretary.
‘‘(B) The Deputy Secretary of Veterans Af-

fairs.
‘‘(C) The Under Secretary for Health and

the Under Secretary for Benefits.
‘‘(D) Each Assistant Secretary of Veterans

Affairs and each Deputy Assistant Secretary
of Veterans Affairs.

‘‘(E) The Director of the National Ceme-
tery System.

‘‘(F) The General Counsel of the Depart-
ment.

‘‘(G) The Chairman of the Board of Veter-
ans’ Appeals.

‘‘(H) The Chairman of the Board of Con-
tract Appeals of the Department.

‘‘(I) The director and the chief of staff of
each medical center of the Department.

‘‘(J) The director of each Veterans Inte-
grated Services Network.

‘‘(K) The director of each regional office of
the Department.

‘‘(L) Each program director of the Central
Office of the Department.

‘‘(3) Each report under this subsection—
‘‘(A) may not disclose information which

identifies the individuals filing, or the indi-
viduals who are the subject of, the com-
plaints concerned or the facilities at which

the discrimination identified in such com-
plaints is alleged to have occurred;

‘‘(B) shall summarize such complaints by
type and by equal employment opportunity
field office area in which filed; and

‘‘(C) shall include copies of such com-
plaints, with the information described in
subparagraph (A) redacted.

‘‘(4) Not later than April 1 each year, the
Assistant Secretary shall submit to the com-
mittees referred to in paragraph (1)(A) a re-
port on the complaints covered by paragraph
(1) during the preceding year, including the
number of such complaints filed during that
year and the status and resolution of the in-
vestigation of such complaints.

‘‘(f) The Secretary shall ensure that an em-
ployee of the Department who seeks counsel-
ing relating to employment discrimination
may elect to receive such counseling from an
employee of the Department who carries out
equal employment opportunity counseling
functions on a full-time basis rather than
from an employee of the Department who
carries out such functions on a part-time
basis.

‘‘(g) The number of employees of the De-
partment whose duties include equal em-
ployment opportunity counseling functions
as well as other, unrelated functions may
not exceed 40 full-time equivalent employ-
ees. Any such employee may be assigned
equal employment opportunity counseling
functions only at Department facilities in
remote geographic locations (as determined
by the Secretary). The Secretary may waive
the limitation in the preceding sentence in
specific cases.

‘‘(h) The provisions of this section shall be
implemented in a manner consistent with
procedures applicable under regulations pre-
scribed by the Equal Employment Oppor-
tunity Commission.’’.

(2) The table of sections at the beginning of
such chapter is amended by inserting after
the item relating to section 515 the following
new item:
‘‘516. Equal employment responsibilities.’’.

(b) REPORTS.—(1) The Secretary of Veter-
ans Affairs shall submit to Congress reports
on the implementation and operation of the
equal employment opportunity system with-
in the Department of Veterans Affairs. The
first such report shall be submitted not later
than April 1, 1998, and subsequent reports
shall be submitted not later than January 1,
1999, and January 1, 2000.

(2) The first report under paragraph (1)
shall set forth the actions taken by the Sec-
retary to implement section 516 of title 38,
United States Code, as added by subsection
(a), and other actions taken by the Secretary
in relation to the equal employment oppor-
tunity system within the Department of Vet-
erans Affairs.

(3) The subsequent reports under paragraph
(1) shall set forth, for each equal employ-
ment opportunity field office of the Depart-
ment and for the Department as a whole, the
following:

(A) Any information to supplement the in-
formation submitted in the report under
paragraph (2) that the Secretary considers
appropriate.

(B) The number of requests for counseling
relating to employment discrimination re-
ceived during the one-year period ending on
the date of the report concerned.

(C) The number of employment discrimina-
tion complaints received during such period.

(D) The status of each complaint described
in subparagraph (C), including whether or
not the complaint was resolved and, if re-
solved, whether the employee concerned
sought review of the resolution by the Equal
Employment Opportunity Commission or by
Federal court.
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(E) The number of employment discrimina-

tion complaints that were settled during
such period, including—

(i) the type of such complaints; and
(ii) the terms of settlement (including any

settlement amount) of each such complaint.
(c) EFFECTIVE DATE.—Section 516 of title

38, United States Code, as added by sub-
section (a), shall take effect 90 days after the
date of enactment of this Act. Subsection (e)
of that section shall take effect with respect
to the first quarter of calendar year 1998.
SEC. 102. DISCRIMINATION COMPLAINT ADJU-

DICATION AUTHORITY.
(a) IN GENERAL.—(1) Chapter 3 is amended

by adding at the end the following new sec-
tion:
‘‘§ 319. Office of Employment Discrimination

Complaint Adjudication
‘‘(a)(1) There is in the Department an Of-

fice of Employment Discrimination Com-
plaint Adjudication. There is at the head of
the Office a Director.

‘‘(2) The Director shall be a career ap-
pointee in the Senior Executive Service.

‘‘(3) The Director reports directly to the
Secretary or the Deputy Secretary concern-
ing matters within the responsibility of the
Office.

‘‘(b)(1) The Director is responsible for mak-
ing the final agency decision within the De-
partment on the merits of any employment
discrimination complaint filed by an em-
ployee, or an applicant for employment, with
the Department. The Director shall make
such decisions in an impartial and objective
manner.

‘‘(2) No person may make any ex parte
communication to the Director or to any
employee of the Office with respect to a mat-
ter on which the Director has responsibility
for making a final agency decision.

‘‘(c) Whenever the Director has reason to
believe that there has been retaliation
against an employee by reason of the em-
ployee asserting rights under an equal em-
ployment opportunity law, the Director shall
report the suspected retaliatory action di-
rectly to the Secretary or Deputy Secretary,
who shall take appropriate action thereon.

‘‘(d)(1) The Office shall employ a sufficient
number of attorneys and other personnel as
are necessary to carry out the functions of
the Office. Attorneys shall be compensated
at a level commensurate with attorneys em-
ployed by the Office of the General Counsel.

‘‘(2) The Secretary shall ensure that the
Director is furnished sufficient resources in
addition to personnel under paragraph (1) to
enable the Director to carry out the func-
tions of the Office in a timely manner.

‘‘(3) The Secretary shall ensure that any
performance appraisal of the Director of the
Office of Employment Discrimination Com-
plaint Adjudication or of any employee of
the Office does not take into consideration
the record of the Director or employee in de-
ciding cases for or against the Department.’’.

(2) The table of sections at the beginning of
such chapter is amended by adding at the
end the following new item:
‘‘319. Office of Employment Discrimination

Complaint Adjudication.’’.
(b) REPORTS ON IMPLEMENTATION.—The Di-

rector of the Office of Employment Discrimi-
nation Complaint Adjudication of the De-
partment of Veterans Affairs (established by
section 319 of title 38, United States Code, as
added by subsection (a)) shall submit to the
Secretary of Veterans Affairs and to Con-
gress reports on the implementation and the
operation of that office. The first such report
shall be submitted not later than April 1,
1998, and subsequent reports shall be submit-
ted not later than January 1, 1999, and Janu-
ary 1, 2000.

(c) EFFECTIVE DATE.—Section 319 of title
38, United States Code, as added by sub-

section (a), shall take effect 90 days after the
date of enactment of this Act.
SEC. 103. ASSESSMENT AND REVIEW OF DEPART-

MENT OF VETERANS AFFAIRS EM-
PLOYMENT DISCRIMINATION COM-
PLAINT RESOLUTION SYSTEM.

(a) AGREEMENT FOR ASSESSMENT AND RE-
VIEW.—(1) The Secretary of Veterans Affairs
shall seek to enter into an agreement with a
qualified private entity under which agree-
ment the entity shall carry out the assess-
ment described in subsection (b) and the re-
view described in subsection (c).

(2) The Secretary shall include in the
agreement provisions necessary to ensure
that the entity carries out its responsibil-
ities under the agreement (including the ex-
ercise of its judgments concerning the as-
sessment and review) in a manner free of in-
fluence from any source, including the offi-
cials and employees of the Department of
Veterans Affairs.

(3) The Secretary may not enter into the
agreement until 15 days after the date on
which the Secretary notifies the Committees
on Veterans’ Affairs of the Senate and House
of Representatives of the entity with which
the Secretary proposes to enter into the
agreement.

(b) INITIAL ASSESSMENT OF SYSTEM.—(1)
Under the agreement under subsection (a),
the entity shall conduct an assessment of
the employment discrimination complaint
resolution system administered within the
Department of Veterans Affairs, including
the extent to which the system meets the ob-
jectives set forth in section 516(a) of title 38,
United States Code, as added by section 101.
The assessment shall include a comprehen-
sive description of the system as of the time
of the assessment.

(2) Under the agreement, the entity shall
submit the assessment to the committees re-
ferred to in subsection (a)(3) and to the Sec-
retary not later than June 1, 1998.

(c) REVIEW OF ADMINISTRATION OF SYS-
TEM.—(1) Under the agreement under sub-
section (a), the entity shall monitor and re-
view the administration by the Secretary of
the employment discrimination complaint
resolution system administered within the
Department.

(2) Under the agreement, the entity shall
submit to the committees referred to in sub-
section (a)(3) and to the Secretary a report
on the results of the review under paragraph
(1) not later than June 1, 1999. The report
shall include an assessment of the adminis-
tration of the system, including the extent
to which the system meets the objectives re-
ferred to in subsection (b)(1), and the effec-
tiveness of the following:

(A) Programs to train and maintain a
cadre of individuals who are competent to in-
vestigate claims relating to employment dis-
crimination.

(B) Programs to train and maintain a
cadre of individuals who are competent to
provide counseling to individuals who submit
such claims.

(C) Programs to provide education and
training to Department employees regarding
their rights and obligations under the equal
employment opportunity laws.

(D) Programs to oversee the administra-
tion of the system.

(E) Programs to evaluate the effectiveness
of the system in meeting its objectives.

(F) Other programs, procedures, or activi-
ties of the Department relating to the equal
employment opportunity laws, including any
alternative dispute resolution procedures
and informal dispute resolution and settle-
ment procedures.

(G) Any disciplinary measures imposed by
the Secretary on employees determined to
have violated the equal employment oppor-
tunity laws in preventing or deterring viola-

tions of such laws by other employees of the
Department.

TITLE II—EXTENSION AND IMPROVEMENT
OF AUTHORITIES

SEC. 201. NATIVE AMERICAN VETERAN HOUSING
LOAN PROGRAM.

(a) EXTENSION OF PILOT PROGRAM.—Section
3761(c) is amended by striking out ‘‘Septem-
ber 30, 1997’’ and inserting in lieu thereof
‘‘December 31, 2001’’.

(b) OUTREACH.—Section 3762(i) is amend-
ed—

(1) by inserting ‘‘(1)’’ after ‘‘(i)’’;
(2) by inserting ‘‘, in consultation with

tribal organizations (including the National
Congress of American Indians and the Na-
tional American Indian Housing Council),’’
after ‘‘The Secretary shall’’;

(3) by striking out ‘‘tribal organizations
and’’; and

(4) by adding at the end the following:
‘‘(2) Activities under the outreach program

shall include the following:
‘‘(A) Attending conferences and conven-

tions conducted by the National Congress of
American Indians in order to work with the
National Congress in providing information
and training to tribal organizations and Na-
tive American veterans regarding the avail-
ability of housing benefits under the pilot
program and in assisting such organizations
and veterans in participating in the pilot
program.

‘‘(B) Attending conferences and conven-
tions conducted by the National American
Indian Housing Council in order to work
with the Housing Council in providing infor-
mation and training to tribal organizations
and tribal housing entities regarding the
availability of such benefits.

‘‘(C) Attending conferences and conven-
tions conducted by the Department of Ha-
waiian Homelands in order to work with the
Department of Hawaiian Homelands in pro-
viding information and training to tribal
housing entities in Hawaii regarding the
availability of such benefits.

‘‘(D) Producing and disseminating informa-
tion to tribal governments, tribal veterans
service organizations, and tribal organiza-
tions regarding the availability of such bene-
fits.

‘‘(E) Assisting tribal organizations and Na-
tive American veterans in participating in
the pilot program.

‘‘(F) Outstationing loan guarantee special-
ists in tribal facilities on a part-time basis if
requested by the tribal government.’’.

(c) ANNUAL REPORTS.—Section 3762 is fur-
ther amended by adding at the end the fol-
lowing new subsection:

‘‘(j) Not later than February 1 of each year
through 2002, the Secretary shall transmit to
the Committees on Veterans’ Affairs of the
Senate and House of Representatives a re-
port relating to the implementation of the
pilot program under this subchapter during
the fiscal year preceding the date of the re-
port. Each such report shall include the fol-
lowing:

‘‘(1) The Secretary’s exercise during such
fiscal year of the authority provided under
subsection (c)(1)(B) to make loans exceeding
the maximum loan amount.

‘‘(2) The appraisals performed for the Sec-
retary during such fiscal year under the au-
thority of subsection (d)(2), including a de-
scription of—

‘‘(A) the manner in which such appraisals
were performed;

‘‘(B) the qualifications of the appraisers
who performed such appraisals; and

‘‘(C) the actions taken by the Secretary
with respect to such appraisals to protect
the interests of veterans and the United
States.
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‘‘(3) The outreach activities undertaken

under subsection (i) during such fiscal year,
including—

‘‘(A) a description of such activities on a
region-by-region basis; and

‘‘(B) an assessment of the effectiveness of
such activities in encouraging the participa-
tion of Native American veterans in the pilot
program.

‘‘(4) The pool of Native American veterans
who are eligible for participation in the pilot
program, including—

‘‘(A) a description and analysis of the pool,
including income demographics;

‘‘(B) a description and assessment of the
impediments, if any, to full participation in
the pilot program of the Native American
veterans in the pool; and

‘‘(C) the impact of low-cost housing pro-
grams operated by the Department of Hous-
ing and Urban Development and other Fed-
eral or State agencies on the demand for di-
rect loans under this section.

‘‘(5) The Secretary’s recommendations, if
any, for additional legislation regarding the
pilot program.’’.
SEC. 202. TREATMENT AND REHABILITATION FOR

SERIOUSLY MENTALLY ILL AND
HOMELESS VETERANS.

(a) CODIFICATION AND REVISION OF PRO-
GRAMS.—Chapter 17 is amended by adding at
the end the following new subchapter:

‘‘SUBCHAPTER VII—TREATMENT AND
REHABILITATION FOR SERIOUSLY
MENTALLY ILL AND HOMELESS VET-
ERANS

‘‘§ 1771. General treatment
‘‘(a) In providing care and services under

section 1710 of this title to veterans suffering
from serious mental illness, including veter-
ans who are homeless, the Secretary may
provide (directly or in conjunction with a
governmental or other entity)—

‘‘(1) outreach services;
‘‘(2) care, treatment, and rehabilitative

services (directly or by contract in commu-
nity-based treatment facilities, including
halfway houses); and

‘‘(3) therapeutic transitional housing as-
sistance under section 1772 of this title, in
conjunction with work therapy under sub-
section (a) or (b) of section 1718 of this title
and outpatient care.

‘‘(b) The authority of the Secretary under
subsection (a) expires on December 31, 2001.

‘‘§ 1772. Therapeutic housing
‘‘(a) The Secretary, in connection with the

conduct of compensated work therapy pro-
grams, may operate residences and facilities
as therapeutic housing.

‘‘(b) The Secretary may use such procure-
ment procedures for the purchase, lease, or
other acquisition of residential housing for
purposes of this section as the Secretary
considers appropriate to expedite the open-
ing and operation of transitional housing
and to protect the interests of the United
States.

‘‘(c) A residence or other facility may be
operated as transitional housing for veterans
described in paragraphs (1) and (2) of section
1710(a) of this title under the following con-
ditions:

‘‘(1) Only veterans described in those para-
graphs and a house manager may reside in
the residence or facility.

‘‘(2) Each resident, other than the house
manager, shall be required to make pay-
ments that contribute to covering the ex-
penses of board and the operational costs of
the residence or facility for the period of res-
idence in such housing.

‘‘(3) In order to foster the therapeutic and
rehabilitative objectives of such housing (A)
residents shall be prohibited from using alco-
hol or any controlled substance or item, (B)

any resident violating that prohibition may
be expelled from the residence or facility,
and (C) each resident shall agree to undergo
drug testing or such other measures as the
Secretary shall prescribe to ensure compli-
ance with that prohibition.

‘‘(4) In the establishment and operation of
housing under this section, the Secretary
shall consult with appropriate representa-
tives of the community in which the housing
is established and shall comply with zoning
requirements, building permit requirements,
and other similar requirements applicable to
other real property used for similar purposes
in the community.

‘‘(5) The residence or facility shall meet
State and community fire and safety re-
quirements applicable to other real property
used for similar purposes in the community
in which the transitional housing is located,
but fire and safety requirements applicable
to buildings of the Federal Government shall
not apply to such property.

‘‘(d) The Secretary shall prescribe the
qualifications for house managers for transi-
tional housing units operated under this sec-
tion. The Secretary may provide for free
room and subsistence for a house manager in
addition to, or instead of payment of, a fee
for the services provided by the manager.

‘‘(e)(1) The Secretary may operate as tran-
sitional housing under this section—

‘‘(A) any suitable residential property ac-
quired by the Secretary as the result of a de-
fault on a loan made, guaranteed, or insured
under chapter 37 of this title;

‘‘(B) any suitable space in a facility under
the jurisdiction of the Secretary that is no
longer being used (i) to provide acute hos-
pital care, or (ii) as housing for medical cen-
ter employees; and

‘‘(C) any other suitable residential prop-
erty purchased, leased, or otherwise acquired
by the Secretary.

‘‘(2) In the case of any property referred to
in paragraph (1)(A), the Secretary shall—

‘‘(A) transfer administrative jurisdiction
over such property within the Department
from the Veterans Benefits Administration
to the Veterans Health Administration; and

‘‘(B) transfer from the General Post Fund
to the Loan Guaranty Revolving Fund under
chapter 37 of this title an amount (not to ex-
ceed the amount the Secretary paid for the
property) representing the amount the Sec-
retary considers could be obtained by sale of
such property to a nonprofit organization or
a State for use as a shelter for homeless vet-
erans.

‘‘(3) In the case of any residential property
obtained by the Secretary from the Depart-
ment of Housing and Urban Development
under this section, the amount paid by the
Secretary to that Department for that prop-
erty may not exceed the amount that the
Secretary of Housing and Urban Develop-
ment would charge for the sale of that prop-
erty to a nonprofit organization or a State
for use as a shelter for homeless persons.
Funds for such charge shall be derived from
the General Post Fund.

‘‘(f) The Secretary shall prescribe—
‘‘(1) a procedure for establishing reasonable

payment rates for persons residing in transi-
tional housing; and

‘‘(2) appropriate limits on the period for
which such persons may reside in transi-
tional housing.

‘‘(g) The Secretary may dispose of any
property acquired for the purpose of this sec-
tion. The proceeds of any such disposal shall
be credited to the General Post Fund.

‘‘(h) Funds received by the Department
under this section shall be deposited in the
General Post Fund. The Secretary may dis-
tribute out of the fund such amounts as nec-
essary for the acquisition, management,
maintenance, and disposition of real prop-

erty for the purpose of carrying out such pro-
gram. The Secretary shall manage the oper-
ation of this section so as to ensure that ex-
penditures under this subsection for any fis-
cal year shall not exceed by more than
$500,000 proceeds credited to the General
Post Fund under this section. The operation
of the program and funds received shall be
separately accounted for, and shall be stated
in the documents accompanying the Presi-
dent’s budget for each fiscal year.
‘‘§ 1773. Additional services at certain loca-

tions
‘‘(a) Subject to the availability of appro-

priations, the Secretary shall operate a pro-
gram under this section to expand and im-
prove the provision of benefits and services
by the Department to homeless veterans.

‘‘(b) The program shall include the estab-
lishment of not fewer than eight programs
(in addition to any existing programs provid-
ing similar services) at sites under the juris-
diction of the Secretary to be centers for the
provision of comprehensive services to home-
less veterans. The services to be provided at
each site shall include a comprehensive and
coordinated array of those specialized serv-
ices which may be provided under existing
law.

‘‘(c) The program shall include the services
of such employees of the Veterans Benefits
Administration as the Secretary determines
appropriate at sites under the jurisdiction of
the Secretary at which services are provided
to homeless veterans.

‘‘(d) The program under this section shall
terminate on December 31, 2001.
‘‘§ 1774. Coordination with other agencies and

organizations
‘‘(a) In assisting homeless veterans, the

Secretary shall coordinate with, and may
provide services authorized under this title
in conjunction with, State and local govern-
ments, other appropriate departments and
agencies of the Federal Government, and
nongovernmental organizations.

‘‘(b)(1) The Secretary shall require the di-
rector of each medical center or the director
of each regional benefits office to make an
assessment of the needs of homeless veterans
living within the area served by the medical
center or regional office, as the case may be.

‘‘(2) Each such assessment shall be made in
coordination with representatives of State
and local governments, other appropriate de-
partments and agencies of the Federal Gov-
ernment, and nongovernmental organiza-
tions that have experience working with
homeless persons in that area.

‘‘(3) Each such assessment shall identify
the needs of homeless veterans with respect
to the following:

‘‘(A) Health care.
‘‘(B) Education and training.
‘‘(C) Employment.
‘‘(D) Shelter.
‘‘(E) Counseling.
‘‘(F) Outreach services.
‘‘(4) Each assessment shall also indicate

the extent to which the needs referred to in
paragraph (3) are being met adequately by
the programs of the Department, of other de-
partments and agencies of the Federal Gov-
ernment, of State and local governments,
and of nongovernmental organizations.

‘‘(5) Each assessment shall be carried out
in accordance with uniform procedures and
guidelines prescribed by the Secretary.

‘‘(c) In furtherance of subsection (a), the
Secretary shall require the director of each
medical center and the director of each re-
gional benefits office, in coordination with
representatives of State and local govern-
ments, other Federal officials, and non-
governmental organizations that have expe-
rience working with homeless persons in the
areas served by such facility or office, to—
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‘‘(1) develop a list of all public and private

programs that provide assistance to home-
less persons or homeless veterans in the area
concerned, together with a description of the
services offered by those programs;

‘‘(2) seek to encourage the development by
the representatives of such entities, in co-
ordination with the director, of a plan to co-
ordinate among such public and private pro-
grams the provision of services to homeless
veterans;

‘‘(3) take appropriate action to meet, to
the maximum extent practicable through ex-
isting programs and available resources, the
needs of homeless veterans that are identi-
fied in the assessment conducted under sub-
section (b); and

‘‘(4) attempt to inform homeless veterans
whose needs the director cannot meet under
paragraph (3) of the services available to
such veterans within the area served by such
center or office.’’.

(b) CONFORMING AMENDMENTS.—(1) Section
1720A is amended—

(A) by striking out subsections (a), (e), (f),
and (g); and

(B) by redesignating subsections (b), (c),
and (d) as subsections (a), (b), and (c), respec-
tively.

(2) The heading of such section is amended
to read as follows:

‘‘§ 1720A. Treatment and rehabilitative serv-
ices for persons with drug or alcohol de-
pendency’’.
(c) CONFORMING REPEALS.—The following

provisions are repealed:
(1) Section 7 of Public Law 102–54 (38 U.S.C.

1718 note).
(2) Section 107 of the Veterans’ Medical

Programs Amendments of 1992 (38 U.S.C. 527
note).

(3) Section 2 of the Homeless Veterans
Comprehensive Service Programs Act of 1992
(38 U.S.C. 7721 note).

(4) Section 115 of the Veterans’ Benefits
and Services Act of 1988 (38 U.S.C. 1712 note).

(d) CLERICAL AMENDMENTS.—The table of
sections at the beginning of chapter 17 is
amended—

(1) by striking out the item relating to sec-
tion 1720A and inserting in lieu thereof the
following:

‘‘1720A. Treatment and rehabilitative serv-
ices for persons with drug or al-
cohol dependency.’’; and

(2) by adding at the end the following:
‘‘SUBCHAPTER VII—TREATMENT AND REHABILI-

TATION FOR SERIOUSLY MENTALLY ILL AND
HOMELESS VETERANS

‘‘1771. General treatment.
‘‘1772. Therapeutic housing.
‘‘1773. Additional services at certain loca-

tions.
‘‘1774. Coordination with other agencies and

organizations.’’.
SEC. 203. EXTENSION OF CERTAIN AUTHORITIES

RELATING TO HOMELESS VETER-
ANS.

(a) AGREEMENTS FOR HOUSING ASSISTANCE
FOR HOMELESS VETERANS.—Section 3735(c) is
amended by striking out ‘‘December 31, 1997’’
and inserting in lieu thereof ‘‘December 31,
1999’’.

(b) EXTENSION OF HOMELESS VETERANS
COMPREHENSIVE SERVICE GRANT PROGRAM.—
Section 3(a)(2) of the Homeless Veterans
Comprehensive Service Programs Act of 1992
(38 U.S.C. 7721 note) is amended by striking
out ‘‘September 30, 1997’’ and inserting in
lieu thereof ‘‘September 30, 1999’’.

(c) HOMELESS VETERANS’ REINTEGRATION
PROJECTS.—The Stewart B. McKinney Home-
less Assistance Act is amended as follows:

(1) Section 738(e)(1) (42 U.S.C. 11448(e)(1)) is
amended by adding at the end the following
new subparagraph:

‘‘(G) $10,000,000 for fiscal year 1999.’’.
(2) Section 741 (42 U.S.C. 11450) is amended

by striking out ‘‘December 31, 1997’’ and in-
serting in lieu thereof ‘‘December 31, 1999’’.
SEC. 204. ANNUAL REPORT ON ASSISTANCE TO

HOMELESS VETERANS.
Section 1001 of the Veterans’ Benefits Im-

provements Act of 1994 (38 U.S.C. 7721 note) is
amended—

(1) in subsection (a)(2)—
(A) by striking out ‘‘and’’ at the end of

subparagraph (B);
(B) by striking out the period at the end of

subparagraph (C) and inserting in lieu there-
of ‘‘; and’’; and

(C) by adding at the end the following new
subparagraphs:

‘‘(D) evaluate the effectiveness of the pro-
grams of the Department (including residen-
tial work-therapy programs, programs com-
bining outreach, community-based residen-
tial treatment, and case-management, and
contract care programs for alcohol and drug-
dependence or abuse disabilities) in provid-
ing assistance to homeless veterans; and

‘‘(E) evaluate the effectiveness of programs
established by recipients of grants under sec-
tion 3 of the Homeless Veterans Comprehen-
sive Service Programs Act of 1992 (38 U.S.C.
7721 note), and describe the experience of
such recipients in applying for and receiving
grants from the Secretary of Housing and
Urban Development to serve primarily
homeless persons who are veterans.’’; and

(2) by striking out subsection (b).
SEC. 205. EXPANSION OF AUTHORITY FOR EN-

HANCED-USE LEASES OF DEPART-
MENT OF VETERANS AFFAIRS REAL
PROPERTY.

(a) FOUR-YEAR EXTENSION OF AUTHORITY.—
Section 8169 is amended by striking out ‘‘De-
cember 31, 1997’’ and inserting in lieu thereof
‘‘December 31, 2001’’.

(b) REPEAL OF LIMITATION ON NUMBER OF
AGREEMENTS.—(1) Section 8168 is repealed.

(2) The table of sections at the beginning of
chapter 81 is amended by striking out the
item relating to section 8168.
SEC. 206. PERMANENT AUTHORITY TO FURNISH

NONINSTITUTIONAL ALTERNATIVES
TO NURSING HOME CARE.

(a) PERMANENT AUTHORITY.—Subsection (a)
of section 1720C is amended by striking out
‘‘During’’ and all that follows through ‘‘fur-
nishing of’’ and inserting in lieu thereof
‘‘The Secretary may furnish’’.

(b) CONFORMING AMENDMENTS.—(1) Sub-
sections (b)(1) and (d) of such section are
amended by striking out ‘‘pilot’’.

(2) The heading for such section is amended
to read as follows:
‘‘§ 1720C. Noninstitutional alternatives to

nursing home care’’.
(3) The item relating to such section in the

table of sections at the beginning of chapter
17 is amended to read as follows:
‘‘1720C. Noninstitutional alternatives to

nursing home care.’’.
SEC. 207. EXTENSION OF HEALTH PROFESSIONAL

SCHOLARSHIP PROGRAM.
(a) EXTENSION.—Section 7618 is amended by

striking out ‘‘December 31, 1997’’ and insert-
ing in lieu thereof ‘‘December 31, 1998’’.

(b) SUBMISSION OF OVERDUE REPORT.—The
Secretary of Veterans Affairs shall submit to
Congress not later than 180 days after the
date of the enactment of this Act the report
evaluating the operation of the health pro-
fessional scholarship program required to be
submitted not later than March 31, 1997,
under section 202(b) of Public Law 104–110
(110 Stat. 770).
SEC. 208. POLICY ON BREAST CANCER MAMMOG-

RAPHY.
(a) IN GENERAL.—(1) Subchapter II of chap-

ter 73 is amended by adding at the end the
following new section:

‘‘§ 7322. Breast cancer mammography policy
‘‘(a) The Under Secretary for Health shall

develop a national policy for the Veterans
Health Administration on mammography
screening for veterans.

‘‘(b) The policy developed under subsection
(a) shall—

‘‘(1) specify standards of mammography
screening;

‘‘(2) provide recommendations with respect
to screening, and the frequency of screening,
for—

‘‘(A) women veterans who are over the age
of 39; and

‘‘(B) veterans, without regard to age, who
have clinical symptoms, risk factors, or fam-
ily history of breast cancer; and

‘‘(3) provide for clinician discretion.’’.
(2) The table of sections at the beginning of

such chapter is amended by inserting after
the item relating to section 7321 the follow-
ing new item:

‘‘7322. Breast cancer mammography policy.’’.

(b) EFFECTIVE DATE.—The Secretary of
Veterans Affairs shall develop the national
policy on mammography screening required
by section 7322 of title 38, United States
Code, as added by subsection (a), and shall
furnish such policy in a report to the Com-
mittees on Veterans’ Affairs of the Senate
and House of Representatives, not later than
60 days after the date of the enactment of
this Act. Such policy shall not take effect
before the expiration of 30 days after the
date of its submission to those committees.

(c) SENSE OF CONGRESS.—It is the sense of
Congress that the policy developed under
section 7322 of title 38, United States Code,
as added by subsection (a), shall be in ac-
cordance with the guidelines endorsed by the
Secretary of Health and Human Services and
the Director of the National Institutes of
Health.
SEC. 209. PERSIAN GULF WAR VETERANS.

(a) CRITERIA FOR PRIORITY HEALTH CARE.—
(1) Subsection (a)(2)(F) of section 1710 is
amended by striking out ‘‘environmental
hazard’’ and inserting in lieu thereof ‘‘other
conditions’’.

(2) Subsection (e)(1)(C) of such section is
amended—

(A) by striking out ‘‘the Secretary finds
may have been exposed while serving’’ and
inserting in lieu thereof ‘‘served’’;

(B) by striking out ‘‘to a toxic substance or
environmental hazard’’; and

(C) by striking out ‘‘exposure’’ and insert-
ing in lieu thereof ‘‘service’’.

(3) Subsection (e)(2)(B) of such section is
amended by striking out ‘‘an exposure’’ and
inserting in lieu thereof ‘‘the service’’.

(b) DEMONSTRATION PROJECTS FOR TREAT-
MENT OF PERSIAN GULF ILLNESS.—(1) The
Secretary of Veterans Affairs shall carry out
a program of demonstration projects to test
new approaches to treating, and improving
the satisfaction with such treatment of, Per-
sian Gulf veterans who suffer from
undiagnosed and ill-defined disabilities. The
program shall be established not later than
July 1, 1998, and shall be carried out at up to
10 geographically dispersed medical centers
of the Department of Veterans Affairs.

(2) At least one of each of the following
models shall be used at no less than two of
the demonstration projects:

(A) A specialized clinic which serves Per-
sian Gulf veterans.

(B) Multidisciplinary treatment aimed at
managing symptoms.

(C) Use of case managers.
(3) A demonstration project under this sub-

section may be undertaken in conjunction
with another funding entity, including
agreements under section 8111 of title 38,
United States Code.
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(4) The Secretary shall make available

from appropriated funds (which have been re-
tained for contingent funding) $5,000,000 to
carry out the demonstrations projects.

(5) The Secretary may not approve a medi-
cal center as a location for a demonstration
project under this subsection unless a peer
review panel has determined that the pro-
posal submitted by that medical center is
among those proposals that have met the
highest competitive standards of clinical
merit and the Secretary has determined that
the facility has the ability to—

(A) attract the participation of clinicians
of outstanding caliber and innovation to the
project; and

(B) effectively evaluate the activities of
the project.

(6) In determining which medical centers
to select as locations for demonstration
projects under this subsection, the Secretary
shall give special priority to medical centers
that have demonstrated a capability to com-
pete successfully for extramural funding sup-
port for research into the effectiveness and
cost-effectiveness of the care provided under
the demonstration project.
SEC. 210. PRESIDENTIAL REPORT ON PREPARA-

TIONS FOR A NATIONAL RESPONSE
TO MEDICAL EMERGENCIES ARISING
FROM THE TERRORIST USE OF
WEAPONS OF MASS DESTRUCTION.

(a) REPORT.—(1) Not later than March 1,
1998, the President shall submit to Congress
a report on the plans, preparations, and ca-
pability of the Federal Government and
State and local governments for a national
response to medical emergencies arising
from the terrorist use of weapons of mass de-
struction. The report shall be submitted in
unclassified form, but may include a classi-
fied annex.

(2) The report should be prepared in con-
sultation with the Secretary of Defense, the
Secretary of Health and Human Services, the
Secretary of Veterans Affairs, the Director
of the Federal Emergency Management
Agency, and the head of any other depart-
ment or agency of the Federal Government
that may be involved in responding to such
emergencies. The President shall designate a
lead agency for purposes of the preparation
of the report.

(b) CONTENTS.—The report shall include the
following:

(1) A description of the steps taken by the
Federal Government to plan and prepare for
a national response to medical emergencies
arising from the terrorist use of weapons of
mass destruction.

(2) A description of the laws and agree-
ments governing the responsibilities of the
various departments and agencies of the Fed-
eral Government, and of State and local gov-
ernments, for the response to such emer-
gencies, and an assessment of the inter-
relationship of such responsibilities under
such laws and agreements.

(3) Recommendations, if any, for the sim-
plification or improvement of such respon-
sibilities.

(4) An assessment of the current level of
preparedness for such response of all depart-
ments and agencies of the Federal Govern-
ment and State and local governments that
are responsible for such response.

(5) A current inventory of the existing
medical assets from all sources which can be
made available for such response.

(6) Recommendations, if any, for the im-
proved or enhanced use of the resources of
the Federal Government and State and local
governments for such response.

(7) The name of the official or office of the
Federal Government designated to coordi-
nate the response of the Federal Government
to such emergencies.

(8) A description of the lines of authority
between the departments and agencies of the

Federal Government to be involved in the re-
sponse of the Federal Government to such
emergencies.

(9) A description of the roles of each de-
partment and agency of the Federal Govern-
ment to be involved in the preparations for,
and implementation of, the response of the
Federal Government to such emergencies.

(10) The estimated costs of each depart-
ment and agency of the Federal Government
to prepare for and carry out its role as de-
scribed under paragraph (9).

(11) A description of the steps, if any, being
taken to create a funding mechanism for the
response of the Federal Government to such
emergencies.
TITLE III—MAJOR MEDICAL FACILITY

PROJECTS CONSTRUCTION AUTHORIZA-
TION

SEC. 301. AUTHORIZATION OF MAJOR MEDICAL
FACILITY PROJECTS.

The Secretary of Veterans Affairs may
carry out the following major medical facil-
ity projects, with each project to be carried
out in the amount specified for that project:

(1) Seismic corrections at the Department
of Veterans Affairs medical center in Mem-
phis, Tennessee, in an amount not to exceed
$34,600,000.

(2) Seismic corrections and clinical and
other improvements to the McClellan Hos-
pital at Mather Field, Sacramento, Califor-
nia, in an amount not to exceed $48,000,000,
to be derived only from funds appropriated
for Construction, Major Projects, for a fiscal
year before fiscal year 1998 that remain
available for obligation.

(3) Outpatient improvements at Mare Is-
land, Vallejo, California, and Martinez, Cali-
fornia, in a total amount not to exceed
$7,000,000, to be derived only from funds ap-
propriated for Construction, Major Projects,
for a fiscal year before fiscal year 1998 that
remain available for obligation.
SEC. 302. AUTHORIZATION OF MAJOR MEDICAL

FACILITY LEASES.
The Secretary of Veterans Affairs may

enter into leases for medical facilities as fol-
lows:

(1) Lease of an information management
field office, Birmingham, Alabama, in an
amount not to exceed $595,000.

(2) Lease of a satellite outpatient clinic,
Jacksonville, Florida, in an amount not to
exceed $3,095,000.

(3) Lease of a satellite outpatient clinic,
Boston, Massachusetts, in an amount not to
exceed $5,215,000.

(4) Lease of a satellite outpatient clinic,
Canton, Ohio, in an amount not to exceed
$2,115,000.

(5) Lease of a satellite outpatient clinic,
Portland, Oregon, in an amount not to ex-
ceed $1,919,000.

(6) Lease of a satellite outpatient clinic,
Tulsa, Oklahoma, in an amount not to ex-
ceed $2,112,000.

(7) Lease of an information resources man-
agement field office, Salt Lake City, in an
amount not to exceed $652,000.
SEC. 303. AUTHORIZATION OF APPROPRIATIONS.

(a) IN GENERAL.—There are authorized to
be appropriated to the Secretary of Veterans
Affairs for fiscal year 1998—

(1) for the Construction, Major Projects,
account, $34,600,000 for the project authorized
in section 301(1); and

(2) for the Medical Care account, $15,703,000
for the leases authorized in section 302.

(b) LIMITATION.—The projects authorized in
section 301 may only be carried out using—

(1) funds appropriated for fiscal year 1998
pursuant to the authorization of appropria-
tions in subsection (a);

(2) funds appropriated for Construction,
Major Projects for a fiscal year before fiscal
year 1998 that remain available for obliga-
tion; and

(3) funds appropriated for Construction,
Major Projects for fiscal year 1998 for a cat-
egory of activity not specific to a project.

TITLE IV—TECHNICAL AND CLARIFYING
AMENDMENTS

SEC. 401. TECHNICAL AMENDMENTS.
(a) PLOT ALLOWANCE FOR DEATHS IN DE-

PARTMENT FACILITIES.—Section 2303(a)(2)(A)
is amended by striking out ‘‘a Department
facility (as defined in section 1701(4) of this
title)’’ and inserting in lieu thereof ‘‘a facil-
ity of the Department (as defined in section
1701(3) of this title)’’.

(b) EDUCATIONAL ASSISTANCE ALLOWANCE
FOR CERTAIN INDIVIDUALS PURSUING COOPERA-
TIVE PROGRAMS.—Section 3015(e)(1) is amend-
ed—

(1) by striking out ‘‘(1) Subject to para-
graph (2)’’ and inserting in lieu thereof
‘‘(1)(A) Except as provided in subparagraph
(B) of this paragraph and subject to para-
graph (2)’’; and

(2) by adding at the end the following:
‘‘(B) Notwithstanding subparagraph (A) of

this paragraph, in the case of an individual
described in that subparagraph who is pursu-
ing a cooperative program on or after Octo-
ber 9, 1996, the rate of the basic educational
assistance allowance applicable to such indi-
vidual under this chapter shall be increased
by the amount equal to one-half of the edu-
cational assistance allowance that would be
applicable to such individual for pursuit of
full-time institutional training under chap-
ter 34 (as of the time the assistance under
this chapter is provided and based on the
rates in effect on December 31, 1989) if such
chapter were in effect.’’.

(c) ELIGIBILITY OF CERTAIN VEAP PARTICI-
PANTS TO ENROLL IN MONTGOMERY GI BILL.—
Section 3018C(a) is amended—

(1) in paragraph (1), by striking out ‘‘the
date of the enactment of the Veterans’ Bene-
fits Improvements Act of 1996’’ and inserting
in lieu thereof ‘‘October 9, 1996,’’;

(2) in paragraph (4), by striking out ‘‘dur-
ing the one-year period specified’’ and insert-
ing in lieu thereof ‘‘after the date on which
the individual makes the election de-
scribed’’; and

(3) in paragraph (5), by striking out ‘‘the
date of the enactment of the Veterans’ Bene-
fits Improvements Act of 1996’’ and inserting
in lieu thereof ‘‘October 9, 1996’’.

(d) ENROLLMENT IN OPEN CIRCUIT TELE-
VISION COURSES.—Section 3680A(a)(4) is
amended by inserting ‘‘(including open cir-
cuit television)’’ after ‘‘independent study
program’’ the second place it appears.

(e) ENROLLMENT IN CERTAIN COURSES.—Sec-
tion 3680A(g) is amended by striking out
‘‘subsections (e) and (f)’’ and inserting in lieu
thereof ‘‘subsections (e) and (f)(1)’’.

(f) CERTAIN BENEFITS FOR SURVIVING
SPOUSES.—Section 5310(b)(2) is amended by
striking out ‘‘under this paragraph’’ in the
first sentence and inserting in lieu thereof
‘‘under paragraph (1)’’.
SEC. 402. CLARIFICATION OF CERTAIN HEALTH

CARE AUTHORITIES.
(a) ELIGIBILITY FOR HOSPITAL CARE AND

MEDICAL SERVICES.—Section 1710(a)(2)(B) is
amended by striking out ‘‘compensable’’.

(b) HOME HEALTH SERVICES.—Section
1717(a) is amended—

(1) in paragraph (1), by striking out ‘‘veter-
an’s disability’’ and inserting in lieu thereof
‘‘veteran’’; and

(2) in paragraph (2)(B), by striking out
‘‘section 1710(a)(2)’’ and inserting in lieu
thereof ‘‘section 1710(a)’’.

(c) AUTHORITY TO TRANSFER VETERANS RE-
CEIVING OUTPATIENT CARE TO NON-DEPART-
MENT NURSING HOMES.—Section
1720(a)(1)(A)(i) is amended by striking out
‘‘hospital care, nursing home care, or domi-
ciliary care’’ and inserting in lieu thereof
‘‘care’’.
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(d) ACQUISITION OF COMMERCIAL HEALTH

CARE RESOURCES.—Section 8153(a)(3)(A) is
amended by inserting ‘‘(including any Execu-
tive order, circular, or other administrative
policy)’’ after ‘‘law or regulation’’.

(e) COMPETITION IN PROCUREMENT OF COM-
MERCIAL HEALTH CARE RESOURCES.—Section
8153(a)(3)(B)(ii) is amended in the second sen-
tence by inserting ‘‘, as appropriate,’’ after
‘‘all responsible sources’’.
SEC. 403. CORRECTION OF NAME OF MEDICAL

CENTER.
The facility of the Department of Veterans

Affairs in Columbia, South Carolina, known
as the Wm. Jennings Bryan Dorn Veterans’
Hospital shall hereafter be known and des-
ignated as the ‘‘Wm. Jennings Bryan Dorn
Department of Veterans Affairs Medical Cen-
ter’’. Any reference to that facility in any
law, regulation, document, map, record, or
other paper of the United States shall be
deemed to be a reference to the Wm. Jen-
nings Bryan Dorn Department of Veterans
Affairs Medical Center.
SEC. 404. IMPROVEMENT TO SPINA BIFIDA BENE-

FITS FOR CHILDREN OF VIETNAM
VETERANS.

(a) DEFINITIONS.—The text of section 1801 is
amended to read as follows:

‘‘For the purposes of this chapter—
‘‘(1) The term ‘child’, with respect to a

Vietnam veteran, means a natural child of a
Vietnam veteran, regardless of age or mari-
tal status, who was conceived after the date
on which the Vietnam veteran first entered
the Republic of Vietnam during the period
beginning on January 9, 1962, and ending on
May 7, 1975.

‘‘(2) The term ‘Vietnam veteran’ means an
individual who performed active military,
naval, or air service in the Republic of Viet-
nam during the period beginning on January
9, 1962, and ending on May 7, 1975, without re-
gard to the characterization of the individ-
ual’s service.’’.

(b) APPLICABILITY OF CERTAIN ADMINISTRA-
TIVE PROVISIONS.—(1) Section 1806 is amend-
ed to read as follows:
‘‘§ 1806. Applicability of certain administra-

tive provisions
‘‘The provisions of sections 5101(c), 5110(a),

(b)(2), (g), and (i), 5111, and 5112(a), (b)(1),
(b)(6), (b)(9), and (b)(10) of this title shall be
deemed to apply to benefits under this chap-
ter in the same manner in which they apply
to veterans’ disability compensation.’’.

(2) The item relating to section 1806 in the
table of sections at the beginning of chapter
18 is amended to read as follows:
‘‘1806. Applicability of certain administra-

tive provisions.’’.
(c) AMENDMENTS TO VOCATIONAL REHABILI-

TATION PROVISIONS.—Section 1804 is amend-
ed—

(1) in subsection (b), by striking out ‘‘shall
be designed’’ and all that follows and insert-
ing in lieu thereof the following: ‘‘shall—

‘‘(1) be designed in consultation with the
child in order to meet the child’s individual
needs;

‘‘(2) be set forth in an individualized writ-
ten plan of vocational rehabilitation; and

‘‘(3) be designed and developed before the
date specified in subsection (d)(3) so as to
permit the beginning of the program as of
the date specified in that subsection.’’;

(2) in subsection (c)(1)(B), by striking out
‘‘institution of higher education’’ and insert-
ing in lieu thereof ‘‘institution of higher
learning’’; and

(3) by adding at the end of subsection (d)
the following new paragraph:

‘‘(3) A vocational training program under
this section may begin on the child’s 18th
birthday, or on the successful completion of
the child’s secondary schooling, whichever
first occurs, except that, if the child is above

the age of compulsory school attendance
under applicable State law and the Secretary
determines that the child’s best interests
will be served thereby, the vocational train-
ing program may begin before the child’s
18th birthday.’’.

(d) EFFECTIVE DATE.—The amendments
made by this section shall take effect as of
October 1, 1997.

The SPEAKER pro tempore. Pursu-
ant to the rule, the gentleman from Ar-
izona [Mr. STUMP] and the gentleman
from Illinois [Mr. EVANS] each will con-
trol 20 minutes.

The Chair recognizes the gentleman
from Arizona [Mr. STUMP].

GENERAL LEAVE

Mr. STUMP. Madam Speaker, I ask
unanimous consent that all Members
may have 5 legislative days within
which to revise and extend their re-
marks and include extraneous material
on S. 714, the Senate bill presently
under consideration.

The SPEAKER pro tempore. Is there
objection to the request of the gen-
tleman from Arizona?

There was no objection.
Mr. STUMP. Madam Speaker, I yield

myself such time as I may consume.
Madam Speaker, the House amend-

ments to S. 714 represent a compromise
between the House and Senate veter-
ans’ affairs committees on several
measures considered by both sides this
year. It requires the VA to develop new
treatment programs for Persian Gulf
war veterans, and clarifies that any
Persian war veteran with an illness
that could be due to service in the gulf
is eligible for VA care.

The bill extends and streamlines laws
under which the VA provides cares to
homeless veterans and veterans who
suffer from chronic mental illness. The
bill authorizes funds for major medical
facility projects, including funds to
carry out seismic corrections projects
at two VA medical centers.

The bill also creates a new process
for resolving complaints of sexual har-
assment and employment discrimina-
tion at the VA. This process will be
independent and free from undue influ-
ence from VA managers.

Madam Speaker, I reserve the bal-
ance of my time.

Mr. EVANS. Madam Speaker, I yield
myself such time as I may consume.

Madam Speaker, I rise in support of
S. 714, as amended. Madam Speaker,
this agreement includes provisions to
clarify, extend, and enhance measures
to address homelessness among this
Nation’s veterans. The provisions be-
fore us today will allow the VA to con-
tinue to offer a range of programs to
homeless veterans. Together these pro-
grams comprise a comprehensive in-
crease that meets veterans’ needs for
health care, substance abuse treat-
ment, vocational rehab work, and shel-
ter. In addition, this measure extends
the homeless veterans reintegration
project administered by the Depart-
ment of Labor and authorizes $10 mil-
lion for this important program for fis-
cal year 1999.

This measure also permanently au-
thorizes the VA to provide noninstitu-

tional long-term care programs. Many
veterans want to live at home as long
as possible. Good noninstitutional pro-
grams can make this a reality. Under
this authority the VA can provide cost-
effective programs like home care,
home aides, and adult day care to more
veterans.

An important change in the eligi-
bility of VA health care for the Persian
Gulf veterans is included in this meas-
ure. Eligibility will now be based on a
veteran’s service, rather than actual
exposure to a specific agent or environ-
mental hazard.

Authority is also provided for the VA
to create 10 model Persian Gulf veter-
ans’ treatment programs. Seven years
has been too long to wait to meet the
health care needs of our Persian Gulf
veterans. I encourage the VA to de-
velop centers of excellence and innova-
tion for treatment of Persian Gulf
symptoms related to their exposure.

The measure also requires the VA to
establish a strong and comprehensive
policy for mammography screening.
The policy will specifically address
women veterans over the age of 39 and
any other veterans with clinical symp-
toms or risk factors that will allow
physicians and patients to decide how
long screening is necessary.

Two clarifying amendments are also
included that should be mentioned. The
first would clarify that children of
Vietnam veterans who are born with
spina bifida are eligible for the pro-
grams provided by the VA for such
children, regardless of the character of
the discharge of the child’s Vietnam
veteran parent. Additionally, the VA is
to develop a child’s vocational training
program prior to the child’s eligibility
to begin participation in that program.

This measure also extends for 4 years
the authority provided in the Native
American Veterans Housing Loan Pilot
Program. This important program pro-
vides direct loans to Native American
veterans who reside on trust lands to
build or purchase homes on those
lands.

I am pleased that the Department of
Veterans Affairs Employment Dis-
crimination Prevention Act of 1997 is
included in this bill. This is timely,
and important legislation to reform
the equal employment opportunity
process at the VA is long overdue. By
removing the EEO process from the fa-
cility where the discrimination alleg-
edly occurred, this bill limits the abil-
ity of heavy-handed facility directors
to unfairly influence the process in a
discrimination complaint by requiring
that such complaints be handled most-
ly by full-time, well-trained investiga-
tors at the regional EEO field office
level. This bill brings greater independ-
ence and professionalism to the proc-
ess.

By removing the final decision-mak-
ing process from the VA’s Office of
General Counsel, this bill eliminates
the obvious conflict of interest that ex-
ists today, when the General Counsel’s
Office is expected to be an advocate for
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the Department on one hand, and to
decide the merits of a complaint
against the Department on another
hand.

Madam Speaker, I do want to thank
the gentleman from Arizona, the chair-
man of the committee, for his continu-
ing efforts on behalf of our Nation’s
veterans. This is the end of our first
year of working together with the gen-
tleman from Arizona [Chairman
STUMP], and we have had a great expe-
rience dealing with him, and but also
with his subcommittee chairs, CLIFF
STEARNS, JACK QUINN and TERRY EVER-
ETT. I thank them for work on behalf of
our Nation’s veterans.

I want to thank my equivalent sub-
committee ranking members, the gen-
tleman from Illinois, [LUIS GUTIERREZ],
the gentleman from California, [BOB
FILNER], and the gentleman from
South Carolina, [JAMES CLYBURN], for
their excellent commitment to our vet-
erans.

Madam Speaker, I rise in support of S. 714,
as amended. As amended, S. 714 contains
provisions of major importance to our Nation’s
veterans. It deserves the support of every
Member of the House.

A number of the provisions in the measure
now before us have already been approved by
the House in legislation reported earlier this
year by the Committee on Veterans’ Affairs. I
will not review every provision in this legisla-
tion, but will highlight several of the provisions
of particular importance.

The Department of Veterans Affairs Employ-
ment Discrimination Resolution and Adjudica-
tion Act of 1997 is long overdue. The VA’s ef-
forts to eradicate harassment in the workplace
have met with little, if any, success since I
chaired the first oversight hearings on this
issue back in 1992. In the 103d Congress, I
cosponsored a bill much like the legislation we
are considering today which overwhelmingly
passed the House, but received no action in
the Senate. At that time, the VA believed a
proposed Governmentwide reform of the Fed-
eral EEO process was in the works, and there
was no need to pass legislation to address
what most would agree was a very serious
problem at the Department.

Nearly 5 years later, the long-promised Gov-
ernmentwide reform has never come, and the
VA’s ‘‘zero tolerance’’ policy on sexual harass-
ment has proven ineffective if not abysmal.
That’s why passage by both bodies of Con-
gress of this timely and important legislation to
reform the equal employment opportunity
process at the VA is critically important.

By removing the EEO complaint process
from the facility where the discrimination alleg-
edly occurred, this bill limits the ability of
heavy-handed facility directors to unfairly influ-
ence the processing of discrimination com-
plaints; by requiring that such complaints be
handled by mostly full-time, well-trained inves-
tigators at regional EEO field offices, this bill
brings greater independence and professional-
ism to the process. And by removing the final
agency decision-making authority from the
VA’s Office of General Counsel, this bill elimi-
nates the obvious conflict-of-interest that ex-
ists today when the general counsel’s office is
expected to be an advocate for the Depart-
ment on the one hand, and to decide the mer-
its of a complaint against the Department on
the other.

I want to applaud Chairman EVERETT for his
willingness to work with JIM CLYBURN and me
to put together a bill that will greatly improve
the processing of discrimination complaints at
the VA. I also want to thank Senators ARLEN
SPECTER, BOB GRAHAM, JAY ROCKEFELLER,
LAUCH FAIRCLOTH, and TIM HUTCHINSON for
working with us in the House to put together
a bill we can all be proud of. I also want to
commend the Department of Veterans Affairs
for their willingness to work with the commit-
tees on language to a bill that I know the VA
doesn’t love, but that most people—even with-
in the VA—would agree they need.

By enacting this legislation, Congress will
help put VA back on the path toward restoring
employee trust in the EEO process and eradi-
cating discrimination in the workplace. Our
veterans and VA employees deserve no less.

A number of the provisions in the House
amendment to S. 714 are derived from H.R.
2206, a bill the House already approved.
These provisions include measures to clarify,
extend, and enhance measures to address
homelessness. On any given night in America
one-third of those living on the streets are vet-
erans—many of them are my peers from the
Vietnam era. I find this hard to live with—both
as a veteran and as an American citizen—and
I believe the provisions included in the House
amendment provide a greater opportunity to
respond to this problem. These provisions will
allow VA to continue to offer a range of pro-
grams to homeless veterans. Together these
programs comprise a comprehensive network
that meets veterans’ needs for health care,
substance abuse treatment, vocational reha-
bilitation, work, and shelter.

Additionally, the House amendment perma-
nently authorizes VA to provide noninstitu-
tional long-term care programs. Many veterans
want to live at home as long as possible—
good noninstitutional programs can make this
a reality. I encourage VA to take full advan-
tage of this permanent authority to provide
cost-effective programs like home care, home
aides, and adult day health care to more vet-
erans.

The measure before the House also in-
cludes an important change in the eligibility for
VA health care for Persian Gulf war veterans.
The language makes eligibility for such serv-
ices contingent upon veterans’ service rather
than their actual exposure to a specific agent
or environmental hazard. The change is sig-
nificant as it offers veterans, whose illnesses
remain undiagnosed, the benefit of the doubt.
Until science enables VA to link specific
agents with their health consequences, suffer-
ing veterans will have the ability to access VA
services to treat their special health care
needs.

It also offers a provision to create 10 model
Persian Gulf veterans’ treatment programs in
VA. Seven years has been too long to wait to
meet the health care needs of these men and
women. I am hopeful using this grant ap-
proach for funding will allow VA to develop
some real centers of excellence and innova-
tion for treatment of veterans’ symptoms relat-
ed to their gulf war deployment.

This measure will also extend authority for
VA’s Health Professional Scholarship Program
for another year, but it will require VA to sub-
mit a report on the program’s effectiveness in
the first 6 months after enactment.

The measure requires VA to establish a
strong and comprehensive policy for mammo-

gram screening. The policy will specifically ad-
dress women veterans over the age of 39 and
other veterans with clinical symptoms or risk
factors, but will allow physicians and patients
to decide how often screening is necessary.

Madam Speaker, I am very pleased that the
compromise measure we are now considering
includes provision which extends the home-
less veterans reintegration project [HVRP] ad-
ministered by the Department of Labor and
authorizes $10 million for the program. There
is virtually no disagreement that one-third of
the homeless men in this country are veter-
ans—and that approximately 60 percent of
those individuals are veterans of the Vietnam
era. This means, Mr. Chairman, that every
night, in this great country of ours, more than
280,000 veterans are sleeping on America’s
streets or in homeless shelters.

Since 1987, HVRP, a modest, cost-effective
program designed to help homeless veterans
reenter and succeed in the job market, has
proven its worth. More than 41,000 homeless
veterans have received help and support from
the community-based organizations funded
under HVRP, and many were placed in jobs at
a cost of less than $1,500 per veteran. Few
Government programs can claim to have
achieved so much with so little.

Earlier this year, the Veterans’ Affairs Com-
mittee voted unanimously to fund HVRP. Re-
publicans and Democrats alike came together
to show their support for the men and women
who have served honorably in our Nation’s
Armed Forces. Additionally, I was very
pleased when the House unanimously ap-
proved an amendment I offered for myself and
my distinguished colleague from California,
Mr. FILNER, to the Labor, Health and Human
Services Appropriation to increase HVRP
funding, and I look forward to working with my
colleagues on the Labor Appropriations Com-
mittee next year to ensure that HVRP is fully
funded in fiscal year 1999.

Included in the House amendment to S. 714
are two clarifying amendments which deserve
mention. First, the compromise would clarify
that children of Vietnam veterans who are
born with spina bifida are eligible for the pro-
grams provided by the VA for such children
regardless of the character of discharge of the
child’s Vietnam veteran parent. Additionally,
the agreement would clarify that VA assess-
ment, evaluation, counseling, and the develop-
ment of a child’s vocational training program
must begin at a time which will enable the
child to begin participation in that program
upon successful completion of secondary
schooling or on the child’s 18th birthday.
These provisions are important to fair and ef-
fective implementation of the new spina bifida
legislation, and I am pleased they are a part
of this compromise measure.

Established under section 8 of Public Law
102–547, the Native American Veteran Hous-
ing Loan Pilot Program, administered by the
Department of Veterans Affairs [VA], provides
direct home loans to native American veterans
who reside on trust lands to build or purchase
homes on those lands. Previously, native
American veterans who resided on trust lands
were unable to qualify for VA home loan bene-
fits. The authority for this program expired on
September 30, 1997, and I strongly support
the 4-year extension of the program included
in the compromise agreement.

Under the pilot program, VA can make a
loan to a native American veteran for a home
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on trust lands only if VA had entered into a
memorandum of understanding [MOU] with
the Tribal entity that had jurisdiction over the
trust land. Since the establishment of the pro-
gram in 1992, VA has entered into 47 such
MOU’s and 164 loans have been made to na-
tive American veterans for the purchase, con-
struction, or improvement of dwellings on trust
land. Negotiations continue with hundreds of
other tribes to establish memorandums of un-
derstanding and more than 90 individual loan
applications are pending.

Although the numbers of native Americans
who have taken advantage of the loan oppor-
tunities available under this program are
smaller than expected, new outreach and re-
porting requirements included in the com-
promise agreement should result in an in-
creased understanding of the program among
Native Americans and thus increased partici-
pation.

The legislation we bring to the floor today
also includes provisions from H.R. 2571, VA
medical care major construction and lease au-
thorizations for fiscal year 1998, another bill
the House passed in October. This bill accom-
modates the administration’s construction
spending priorities as well as those projects
for which appropriations have already been
made.

The major construction projects require
modest funding, but are critical to providing
access to veterans in areas where their needs
cannot be met or in maintaining patient safety
in existing facilities which are deficient in con-
forming to seismic code. I am also pleased
with the emphasis this bill places on outpatient
projects and development of information re-
sources management centers.

Leasing, rather than building, to meet VA’s
needs is also a move in the right direction. VA
has sometimes been criticized for using
‘‘bricks and mortar’’ to meet its space require-
ments while facilities in the community stand
vacant. The leases this bill authorizes are a
more flexible means by which VA can provide
the capacity it needs today, but may not need
tomorrow.

Enhanced-use leases are a relatively new
venture for VA, but they have proven to be a
cost-effective means of providing programs to
VA beneficiaries VA could not otherwise af-
ford. The measure we offer today repeals limi-
tations on the number of projects VA can
enter in any given year or under current au-
thority.

Enhanced-use leases allow VA to offer les-
sees land or space to operate programs that
ensure discounted benefits for VA, its bene-
ficiaries or its employees over the terms of the
lease. Space has been offered for a diverse
range of services including child-care that ben-
efits VA employees, co-generation projects,
research facilities, and patient services.

I urge my colleagues from both sides of the
aisle to join me in support of the provisions to
improve health care and benefits for America’s
veterans that we bring to the floor today. As
we approach Veterans Day 1997, this legisla-
tion will serve as a part of the appropriate rec-
ognition we pay to the men and women who
have served our Nation in uniform. This legis-
lation will honor their service and sacrifice and
be a tangible expression of our continuing
commitment to care for those who have borne
the battle, and their survivors and dependents.

Madam Speaker, I reserve the bal-
ance of my time.

Mr. STUMP. Madam Speaker, I yield
2 minutes to the gentleman from Ala-
bama [Mr. EVERETT], the chairman of
the subcommittee.

(Mr. EVERETT asked and was given
permission to revise and extend his re-
marks.)

Mr. EVERETT. Madam Speaker, I
rise in strong support of S. 714, as
amended, the Veterans Benefits Act of
1997.

Madam Speaker, I particularly want
to address title I of the bill, which is
derived from H.R. 1703, the Department
of Veterans Affairs Employment Dis-
crimination Resolution and Adjudica-
tion Act.

I introduced H.R. 1703 on May 22,
1997, and the House passed it on Octo-
ber 6, 1997. Title I represents a com-
promise agreement with the Senate on
H.R. 1703 and S. 801, the Senate com-
panion bill. I certainly recommend the
results to my colleagues. The Senate
drew much of the bill from the text of
H.R. 1703, and the compromise is en-
tirely consistent with the intent of the
House bill.

Legislation to address the VA sexual
harassment discrimination problems
has been a very long time coming,
since 1993, as a matter of fact. I am
pleased with title I. I particularly want
to thank Chairman STUMP for making
it a priority for the Committee on Vet-
erans’ Affairs. I also want to thank the
gentleman from Illinois [Mr. EVANS]
from the committee, the gentleman
from South Carolina [Mr. CLYBURN],
ranking Democrat on the Subcommit-
tee on Oversight and Investigations,
for their original cosponsorship of H.R.
1703 and the leading roles they have
played in the development of this im-
portant legislation. Also, the gen-
tleman from Florida [Mr. BILIRAKIS]
and the gentleman from Indiana [Mr.
BUYER] were original cosponsors of
H.R. 1703 and have been active in these
provisions every step of the way.

Of course, without our Senate col-
leagues we would have no bill today. I
want to commend Chairman SPECTER
of the Senate Committee on Veterans’
Affairs and Senator ROCKEFELLER, the
ranking Democrat, for their hard work
and cooperation on making this legis-
lation possible today.

Madam Speaker, title I is for the
loyal, dedicated employees of the VA
who care for and serve our veterans.
Some of them do not have the work-
place environment of fairness and re-
spect they deserve. I am optimistic
these provisions, along with changes
already occurring at the VA, will re-
sult in greatly improved employment
confidence in the VA’s ability to ad-
dress sexual harassment and other dis-
crimination problems.

This is good and much-needed legis-
lation. I urge my colleagues to act fa-
vorably on S. 714, as amended.

Mr. EVANS. Madam Speaker, I yield
3 minutes to the gentleman from Cali-
fornia [Mr. FILNER], a member of the
committee.

Mr. FILNER. Madam Speaker, I rise
in strong support of the Veterans Bene-

fits Act of 1997, S. 714, as amended. Vet-
erans’ programs and benefits will be
enhanced as a result of enactment of
this legislation.

I am particularly pleased that this
legislation includes provisions which
clarify eligibility for and implementa-
tion of the new program that provides
benefits for the children of Vietnam
veterans who are born with spina
bifida. This very important program is
in the early days of implementation,
and we must ensure that the Veterans
Administration is administering the
benefits provided in this program in ac-
cordance with the intent of Congress.

Madam Speaker, I also want to point
out the extension of the Native Amer-
ican Veteran Housing Loan Pilot Pro-
gram included in section 201 of this
bill. Under this program, native Ameri-
cans who live on trust lands can re-
ceive direct loans to build, purchase, or
renovate a home.

Prior to the enactment of this pro-
gram as a pilot 5 years ago, these na-
tive American veterans were not eligi-
ble for VA home loan assistance. Al-
though this direct loan program has
been generally successful, we have been
somewhat disappointed in the number
of native Americans who have taken
advantage of the loans available under
this program.

I believe that the outreach and re-
porting requirements included in S. 714
will significantly increase participa-
tion and enable the VA to more effec-
tively administer this program.

Also included in this bill is a require-
ment that the VA develop a national
policy on mammography screening for
women veterans. All of us know that
the incidence of breast cancer among
American women has reached near epi-
demic levels. Our women veterans are
no less at risk than our female civil-
ians.
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We also know that critical to the

management of this disease is early de-
tection, and mammography is an im-
portant weapon in the fight against
breast cancer. I want women veterans
who have served in the Armed Forces
on our behalf to have the same high
level of access to mammography
screening that I would want for mem-
bers of my own family. Section 208 of
this bill will ensure that access.

Madam Speaker, S. 714 is an excel-
lent bill, and it is fitting that this leg-
islation be approved just before Veter-
ans Day. I urge my colleagues to dem-
onstrate their support for America’s
veterans by voting for S. 714.

Mr. STUMP. Mr. Speaker, I yield 4
minutes to the gentleman from New
York [Mr. QUINN], the chairman of the
Subcommittee on Veterans Benefits.

Mr. QUINN. Mr. Speaker, I join my
good friend, the gentleman from Cali-
fornia [Mr. FILNER], in making note
that Veterans Day, of course, is only a
few days away, and it is appropriate
that we come here together today to
make improvements to several veter-
ans’ benefits programs.
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I would like to take my time this

afternoon, Mr. Speaker, to address the
sections of S. 714 that fall within the
jurisdiction of our Subcommittee on
Veterans Benefits. I first would like to
acknowledge the subcommittee rank-
ing member, the gentleman from Cali-
fornia [Mr. FILNER], and the bipartisan
spirit in which he helped craft this bill.
Without the strong cooperation of both
sides of the aisle, I do not think we
would be able to present these improve-
ments to our veterans’ benefits.

Section 201 of S. 714 continues VA’s
authority to provide direct loans to
Native Americans through the year
2001. This program offers the oppor-
tunity to Native American veterans
living on tribal trust land to purchase
a home that they might not otherwise
be able to acquire. The program re-
quires the VA to conclude a memoran-
dum of understanding with tribal gov-
ernments that, among other things,
gives the VA access to the property in
case of foreclosure, thus protecting the
interests of the taxpayer.

The bill would add specific outreach
requirements such as participation in
Native American conferences and
outstationing loan guaranty specialists
in tribal facilities only on a part-time
basis. The bill also adds new reporting
requirements so that Congress may
gain a better understanding of the out-
comes of the program.

Section 203 makes changes to several
homeless programs, including an exten-
sion of the VA’s authority through De-
cember 31, 1999, to sell, lease, or donate
foreclosed VA property to nonprofit or-
ganizations or State and local govern-
ments for the purpose of providing
housing for our homeless veterans.

It also extends the Department of La-
bor’s authority to operate the Home-
less Veterans Reintegration Project
through 1999 and continues to author-
ize $10 million per year for the same
program. This program is a grant pro-
gram administered by the Veterans
Employment and Training Service and
is designed to work with community-
based organizations who focus on pro-
viding employment services to unem-
ployed, homeless veterans.

Since its inception in 1988, through
and up till 1995, the program has served
almost 42,000 homeless veterans, plac-
ing nearly 19,000 in jobs. This is an ac-
complishment for a program that has
traditionally been funded only at about
$2 or $3 million per year.

Also, section 401 makes several tech-
nical and clarifying amendments to
burial and educational benefits.

Finally, Mr. Speaker, section 404 of
the bill also makes clarifying changes
to the spina bifida legislation that was
passed during the late hours of our
104th Congress. This new section fur-
ther defines eligibility by establishing
January 9, 1962, as the earliest date on
which a veteran’s service in Vietnam
would qualify a child for these benefits.
That date conforms to the date on
which United States forces began using
defoliants in Vietnam.

The bill also further specifies the age
at which the Secretary may provide vo-

cational training as graduation from
high school or the child’s 18th birth-
day, whichever occurs first. It also re-
quires that a vocational plan must be
developed in time for the child to begin
training when authorized.

Mr. Speaker, these provisions add to
what is already the most complete pro-
gram for veterans’ benefits in the
world. It is the right thing to do. I urge
all our colleagues to support S. 714, as
amended.

Mr. EVANS. Mr. Speaker, I yield 3
minutes to the gentleman from South
Carolina [Mr. CLYBURN], a member of
the committee.

Mr. CLYBURN. Mr. Speaker, I thank
the gentleman from Illinois [Mr.
EVANS], the ranking subcommittee
member, for yielding me the time.

Mr. Speaker, I rise today in strong
support of the Department of Veterans
Affairs Employment Discrimination
Prevention Act. This legislation is con-
tained in S. 714, the compromise agree-
ment which is before us today.

This year’s Subcommittee on Veter-
ans Oversight hearings have dem-
onstrated the extremely sensitive and
serious problem of sexual harassment
within the Department of Veterans Af-
fairs. The legislation we are consider-
ing today meets these glaring problems
head-on.

The gentleman from Illinois [Mr.
EVANS] and I were original cosponsors
of similar legislation back in 1993. At
that time, we were told that changes
were in the works regarding the EEO
process at VA and throughout the Fed-
eral Government and that there was no
need for this legislation. This expected
Government-wide solution never hap-
pened. The Senate never acted on the
bill we passed in 1993. And here we are
today, almost 5 years later, dealing
with the sexual harassment problems
that continue to fester at the VA.

It is a tribute to the leadership of the
Subcommittee on Oversight chairman,
the gentleman from Alabama [Mr. EV-
ERETT], and I thank him for recogniz-
ing the continuing need for legislation
to improve the EEO process at the VA.
Without his commitment to this issue,
it is likely that we would not be on the
floor today considering final passage of
this significant EEO reform legisla-
tion.

It is also a tribute to the VA that it
has finally recognized its EEO process
is seriously flawed and that it has inde-
pendently proposed administrative
changes that draw in large part from
the bill we introduced earlier this year.

The VA’s proposal did not go far
enough, however, and that is why we
need to approve this legislation today.
By voting in favor of this bill, we in
Congress will be doing our part to
bring professionalism and independ-
ence to the EEO process at the VA and
to help restore the faith and trust in
the process that has been so lacking
over the past few years.

Mr. STUMP. Mr. Speaker, I yield 2
minutes to the gentleman from Louisi-
ana [Mr. COOKSEY], a former flight sur-
geon and member of the committee.

Mr. COOKSEY. Mr. Speaker, I rise in
support of the House amendments to S.

714 and to comment specifically on one
provision of this legislation.

Our colleagues in the other body
pressed for the inclusion of language
which would have established in law
specific medical practice criteria for
VA clinicians. As a physician and as a
legislator, I strongly believe that, as a
matter of public policy, we should not
attempt to legislate how medicine is
practiced. While this bill expresses a
sense of the Congress regarding a VA
policy, that expression does not bind
the VA.

I commend the chairman for follow-
ing that wise course in this measure,
and I urge my colleagues to support it.

Mr. EVANS. Mr. Speaker, I yield 3
minutes to the gentleman from Hawaii
[Mr. ABERCROMBIE].

Mr. ABERCROMBIE. Mr. Speaker, I
rise today in strong support of the bill
to extend the Native American Veter-
ans Housing Loan Program and for
other purposes.

In July I introduced H.R. 2317, the
House companion bill to S. 714. I am
pleased that we are able to take up the
Senate’s version today. I would like to
thank the gentleman from Arizona
[Mr. STUMP] and the gentleman from
Illinois [Mr. EVANS] and the staff of the
Committee on Veterans’ Affairs for
working hard to strike the compromise
which made it possible to take up this
bill on the floor today. I would espe-
cially like to thank Debra Wada of
Senator AKAKA’s staff and Jill Cochran
of the Committee on Veterans’ Affairs
for their hard work on improving bene-
fits for native American veterans.

In 1992, the Native American Veter-
ans’ Home Loan Equity Act was en-
acted to establish and implement a
pilot program to make direct housing
loans to aid native American, Indian,
Alaska or Hawaii Native or Pacific is-
lander, veterans in purchasing, con-
structing, or improving dwellings on
trust lands.

The Department of Veterans Affairs
has successfully entered into agree-
ments to provide direct loans to mem-
bers of 46 Indian tribes and Pacific is-
land groups. The VA is in negotiation
with hundreds of other tribes to estab-
lish memorandums of understanding
which would make this program avail-
able to those tribes. It is important
that we extend this program to allow
those native American tribes who are
still in negotiations with the VA to
have a chance to apply for these loans.

Through June of 1997, 164 loans were
made to both Pacific islanders and na-
tive American veterans, with 90 appli-
cations pending. To date none of those
loans issued has been foreclosed. This
is an extremely successful program and
is the only program available for this
group of veterans who live on trust
lands to finance homes for their fami-
lies. The Department of Veterans Af-
fairs supports the extension of this pro-
gram.

Therefore, Mr. Speaker, the main
issue here is equity. Native American



CONGRESSIONAL RECORD — HOUSE H10445November 9, 1997
veterans have a right to the same bene-
fits available to other veterans. I urge
my colleagues to support this impor-
tant legislation.

Mr. STUMP. Mr. Speaker, I yield 3
minutes to the gentleman from Florida
[Mr. STEARNS], chairman of the Sub-
committee on Health.

(Mr. STEARNS asked and was given
permission to revise and extend his re-
marks.)

Mr. STEARNS. Mr. Speaker, I thank
the gentleman from Arizona [Mr.
STUMP], the distinguished chairman of
the Committee on Veterans’ Affairs.

Mr. Speaker, as we take up this bill
just 2 days before Veterans Day, we are
in a very concrete way underscoring
our commitment to veterans. Among
its key provisions, these amendments
to S. 714 provide important direction to
the Department of Veterans Affairs to
address what we believe is a glaring
problem, the need to improve the care
VA provides to Persian Gulf veterans.

Our committee has held what the
American Legion 2 months ago de-
scribed as ‘‘the most comprehensive
and important hearings on Gulf War
veterans since the end of the Gulf
War.’’ This legislation stems from
those hearings and would require VA to
take a new approach, beginning with
creating and funding demonstration
programs. This should lead VA to de-
velop new, improved models for treat-
ing veterans with undiagnosed or ill-
defined conditions.

The bill would also clarify that Per-
sian Gulf veterans are eligible for care
of any condition which may be due to
their service in the gulf, whether or
not it can be linked to toxic substances
or environmental hazards.

These amendments would also extend
many expiring programs, including
VA’s authority to provide noninstitu-
tional services to the elderly and need-
ed assistance for homeless veterans.

Mr. Speaker, the legislation also pro-
vides needed authorization for VA med-
ical facility construction and leasing
initiatives for fiscal year 1998. For
these and many other reasons, I sup-
port this bill. This is an excellent bill,
and I urge all the Members to support
it.

Mr. Speaker, I include the following
statement for the RECORD:

Mr. Speaker, as we take up this bill just 2
days before Veterans Day, we are in a very
concrete way underscoring our commitment to
veterans.

Among its key provisions, these amend-
ments to S. 714 provide important direction to
the Department of Veterans Affairs to address
what is both one of the most glaring problems
in the area of veterans affairs, and the most
pressing problem facing many Persian Gulf
war veterans—the need for effective health
care. In wrestling with this problem, our com-
mittee has held what the American Legion 2
months ago described as ‘‘the most com-
prehensive and important hearings on Gulf
War veterans since the end of the Gulf War.’’
Our findings and resultant legislation have
frankly not commanded the attention associ-
ated with still speculative questions regarding

toxic chemical exposures. We have found that
VA treatment, particularly of veterans with
hard to diagnose problems, has been uneven
from facility to facility. Too often, veterans
have fallen through the cracks, and complex
cases have not received coordinated care.
VA’s primary care system appears ill-suited to
help the many veterans who suffer from ill-de-
fined, multiple-system health problems. Lack
of understanding of the illnesses affecting Per-
sian Gulf war veterans has fueled a perception
in many veterans that VA clinicians lack em-
pathy for their conditions. This legislation
would begin to remedy the kinds of problems
Persian Gulf veterans and independent ob-
servers have highlighted about the treatment
these veterans have, and in some cases have
not, received.

This legislation would require VA to take a
new approach in caring for these veterans, be-
ginning with creating and funding demonstra-
tion programs to test new approaches to treat-
ing Persian Gulf veterans with undiagnosed or
ill-defined conditions. Among the approaches
VA is to develop under the bill are the use of
case managers to oversee all facets of the
veteran’s care, establishment of specialized
clinics serving only Persian Gulf veterans, and
the use of multidisciplinary treatment aimed at
symptom management. The bill would also ex-
pand VA law regarding Persian Gulf veterans’
eligibility for care to clarify that such veterans
are eligible for care of any condition which
may be due to their service in the gulf, wheth-
er or not such condition may be attributable to
toxic substances or environmental hazards.

Our amendments to S. 714 would also ex-
tend a number of expiring health care pro-
grams on which our veterans depend. I am
very pleased that the bill includes provisions I
authored which give VA ongoing authority to
provide noninstitutional care and services to
the elderly, and which extend, streamline, and
improve VA programs serving veterans who
are chronically mentally ill and the homeless.
This legislation gives VA the tools it needs to
serve this population, as well as to work in
partnership with communities to help eradicate
veteran homelessness. I am pleased that, in-
creasingly, VA is expanding its partnership ac-
tivities in this and other areas. In that regard,
this bill would also enable VA to develop more
beneficial public/private partnerships. In adopt-
ing provisions passed by the House in April,
this measure would allow VA to expand an ef-
fective program of leasing unused property for
development of facilities such as assistive liv-
ing facilities, day care centers, and other uses
that can benefit veterans or the medical cen-
ters that serve them.

The legislation also provides needed author-
ization for a limited number of VA medical fa-
cility construction and leasing initiatives for fis-
cal year 1998.

I am pleased at what we have accomplished
for our veterans in this legislation. I would ac-
knowledge that a number of House-passed
provisions on which the Senate had held no
hearing are not included in this measure.
These provisions include sections 7 and 8 of
H.R. 2206. Section 7 would have provided a
needed exemption of VA research personnel
from an existing policy aimed at reducing the
number of VA personnel in certain employ-
ment grades. While our committee has not ob-
jected to efforts to reduce the numbers of mid-
dle management positions in the VA, the fail-
ure to exempt researchers is particularly short-

sighted and damaging to a program so inte-
gral to VA’s health care mission. We strongly
urge that the Department adopt an exemption,
and not wait for us to enact this provision next
session. The enactment of section 8 of H.R.
2206 would have ruled out future legislative
efforts to open the Federal supply schedule on
pharmaceuticals. The committee recognizes,
however, that in repealing section 1555 of the
Federal Acquisition Streamlining Act of 1994
this year, Congress has, as a matter of law,
effectively rejected as ill-advised the concept
of opening the Federal supply schedule to co-
operative purchasing.

Overall, this is an excellent bill. I urge Mem-
bers to support it.

Mr. EVANS. Mr. Speaker, I yield my-
self such time as I may consume.

I want to thank everybody who has
worked on making this legislation hap-
pen, particularly the committee’s staff.
On our side, I would like to recognize
the contribution of Mike Durishin, Jill
Cochran, Mary Ellen McCarthy, Susan
Edgerton, Sandra McClellan, Adam
Sachs, Debbie Smith, Beth Kilken, and
Tom O’Donnell. They have been of
great assistance to us, particularly me
in my first year in this position as
ranking Democratic member, and we
appreciate their time and energy.

Mr. Speaker, I reserve the balance of
my time.

Mr. STUMP. Mr. Speaker, I yield 2
minutes to the gentleman from New
York [Mr. GILMAN], the chairman of
the Committee on International Rela-
tions.

(Mr. GILMAN asked and was given
permission to revise and extend his re-
marks.)

Mr. GILMAN. Mr. Speaker, I thank
the gentleman from Arizona [Mr.
STUMP] for yielding me the time.

Mr. Speaker, I rise in strong support
of S. 714, the Homeless Veterans Act. I
commend the gentleman from Arizona
[Mr. STUMP], the distinguished chair-
man of the Committee on Veterans’ Af-
fairs, and the gentleman from New
York [Mr. QUINN], the chairman of the
Subcommittee on Veterans’ Benefits,
for bringing this measure to the floor
before this session adjourns.

This bill reauthorizes a pilot program
which permits the VA to make direct
housing loans to native American vet-
erans through December 2003, which ex-
tends the authority of the VA to enter
into enhanced-use leases through De-
cember 31, 1999. Such leases permit the
VA to have the ability to use underuti-
lized property through leases with pri-
vate and public entities.

Moreover, this legislation also ex-
tends for 2 years the VA’s authority to
operate a health professional scholar-
ship program as well as to provide non-
institutional alternatives to veterans’
nursing home care and also provides
funding for spina bifida cases, which
need a great deal of attention.

Accordingly, I urge our colleagues to
join in supporting this important legis-
lation which will significantly aid our
veterans.

Mr. EVANS. Mr. Speaker, I yield
whatever time I have remaining for
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purposes of control to the gentleman
from Arizona [Mr. STUMP], the chair-
man of the full committee.

Mr. STUMP. Mr. Speaker, I thank
the gentleman from Illinois [Mr.
EVANS] for yielding me the time.

I yield 2 minutes to the gentleman
from Connecticut [Mr. SHAYS].
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Mr. SHAYS. Mr. Speaker, I thank the
gentleman for yielding me this time. I
rise in support of this legislation and
to say that, sadly, when it comes to the
diagnosis and treatment and research
for gulf war veterans, we find the Fed-
eral Government has too often had a
tin ear and a cold heart and frankly a
very closed mind. I do not view this as
a political problem or a challenge that
rests with one party, Republican or
Democrat. Sadly, the Veterans Admin-
istration, the Department of Defense,
the Central Intelligence Agency, and
even the Food and Drug Administra-
tion have not been responsive to our
veterans.

As the Chair of a panel that did 11
hearings and made recommendations
on this issue, one of the key compo-
nents is that we ultimately need, in my
judgment, to bring research out of the
control of the DOD and VA and give it
to an agency that will begin to focus
more on the chemical components of
the myriad of illnesses that affect our
veterans.

I urge both the Committee on Veter-
ans’ Affairs and the Committee on Na-
tional Security to put even more focus
on this. I know that the President’s
commission has come out with some
recommendations. The Subcommittee
on Human Resources of the Committee
on Government Reform and Oversight
has come out with some recommenda-
tions. I think we are at a point where
we clearly need to recognize that our
troops are not being properly diag-
nosed, they are not being effectively
treated, and they are not being fairly
compensated. But I think we are at a
point where we are starting to see that
change. I know that with the help of
the gentleman from Arizona [Mr.
STUMP] and the help of the gentleman
from Illinois [Mr. EVANS], we are going
to see renewed energy in this area. I
think this bill is a start in that process
and for that, I am grateful. I thank
both gentlemen.

Mr. STUMP. Mr. Speaker, I yield 3
minutes to the gentleman from Indiana
[Mr. BUYER], a member of the commit-
tee, and also the chairman of the Sub-
committee on Military Personnel of
the Committee on National Security.

Mr. BUYER. Mr. Speaker, I thank
the gentleman for yielding me this
time. Let me congratulate the gen-
tleman from Arizona [Mr. STUMP] and
the gentleman from Illinois [Mr.
EVANS] for their work on this bill. I
would like to discuss section 103 of this
bill. I am disappointed that coming out
of the conference with the House and
the Senate, the language that the
House adopted has in fact been

changed. We were seeking to have an
independent commission to review
what I find to be the very poor culture
that is in the Nation’s second largest
agency, that of the VA. There is not
any Member of this House that has
taken on the issue of race and gender
that I have over the past year with
what occurred at Aberdeen in sexual
misconduct in the military. The gen-
tlewoman from California [Ms. HAR-
MAN], the gentlewoman from Florida
[Mrs. FOWLER] and I have traveled the
world to our military bases and looked
at those issues on gender and race rela-
tions. We have taken on the systems
and subsystems in the military, and we
have been very aggressive.

When we turned our eyes upon the
VA itself, we began to see a culture
problem within the VA, a system
whereby the victims were being re-
victimized through the Office of Gen-
eral Counsel. We saw individuals in
their leadership kind of give a wink
and a nod to a hostile workplace. Let
me congratulate the gentleman from
Alabama [Mr. EVERETT] and the gen-
tleman from Arizona [Mr. STUMP] for
taking these issues right on and the
gentleman from South Carolina [Mr.
CLYBURN] on the oversight.

Why I was seeking to have an inde-
pendent commission is I wanted it
stripped completely out of the hands of
the VA because of my lack of trust in
those who are doing the oversight in
the VA itself. I recognize in the lan-
guage in here, they have been very
careful to make sure that there is some
insurance here. We are asking the Sec-
retary to have an agreement to make
sure that the entity carries out its re-
sponsibilities and exercises judgments
concerning the assessments in a man-
ner free of any influence. That means I
do not want to hear anything over the
next year that the VA somehow is
scrubbing the contractor or getting
some kind of review or pressures. If
that is going to happen, I am going to
be pretty upset. Because I know what
happens when we do independent con-
tracting with the Pentagon. The Pen-
tagon today will ask us an issue and it
is politically sensitive and they begin
to control and manipulate the contrac-
tor. I want to make sure that we have
a work environment in the VA that is
free of these hostilities. I want to make
sure that we have a system there that
stops the revictimizing of the victim
because it is very difficult for us to ac-
tually measure how does that impact
upon the care to the veteran itself.

Let me congratulate the gentleman
from Arizona [Mr. STUMP], because the
gentleman from Arizona [Mr. STUMP],
the gentleman from Illinois [Mr.
EVANS] and others, want to make sure
that we have a good system. I hope and
I pray that what has been worked out
here is, in fact, going to meet the ends
for which the gentleman from Arizona
and I both want. My message for com-
ing here to the well today is that I will
be watching and I know the gentleman
from Arizona will, too, over the con-

tract. I will be watching the VA just
like the gentleman from Alabama [Mr.
EVERETT] has done on the oversight to
make sure that there are no manipula-
tions whatsoever with the contractor
and that the assessment that is done is
completely independent, because if
they do not, we are coming down on
them hard.

Mr. STUMP. Mr. Speaker, I yield my-
self such time as I may consume. I
thank the gentleman for his kind re-
marks.

Mr. Speaker, I would like to thank
Senator SPECTER, Senator ROCKE-
FELLER and the staff of the Senate Vet-
erans’ Affairs Committee for their hard
work in reaching an agreement on this
bill.

I also want to thank the members of
the House Committee on Veterans’ Af-
fairs who participated in the develop-
ment of this legislation with the Sen-
ate. The gentleman from Illinois [Mr.
EVANS], the ranking member, has been
very cooperative through this entire
process. The gentleman from Alabama
[Mr. EVERETT], the gentleman from
Florida [Mr. STEARNS], and the gen-
tleman from New York [Mr. QUINN], the
subcommittee chairmen; the gen-
tleman from South Carolina [Mr.
CLYBURN], the gentleman from Illinois
[Mr. GUTIERREZ], and the gentleman
from California [Mr. FILNER], the rank-
ing members, also put in a great deal of
time to move this committee’s agenda.

I especially want to thank the gen-
tleman from Louisiana [Mr. COOKSEY]
and the gentleman from Arkansas [Mr.
SNYDER]. Both are physicians and both
are members of this committee. We
have indeed been very fortunate to
have them. They were especially help-
ful in negotiations with the Senate.

I would like to thank the staff of the
House Committee on Veterans’ Affairs
for their diligent work on behalf of
America’s veterans. Three staff mem-
bers will be leaving us this year: Ira
Greenspan, Allison Clarke, and Sloan
Rappoport.

On behalf of all committee members,
I want to express our deepest apprecia-
tion for all their hard work and efforts
and wish them the very best in their
future endeavors.

Mr. Speaker, I include for the
RECORD a detailed joint explanatory
statement of the provisions considered
during our deliberations on this meas-
ure.
JOINT EXPLANATORY STATEMENT FOR S. 714,

THE PROPOSED ‘‘VETERANS BENEFITS ACT OF
1997’’

S. 714, the proposed ‘‘Veterans Benefits Act
of 1997’’ reflects a compromise agreement the
Senate and House of Representatives Com-
mittees on Veterans’ Affairs have reached on
a number of bills considered in the Senate
and House during the 105th Congress, includ-
ing H.R. 1092, passed by the House on April
16, 1997, H.R. 1703, passed by the House on Oc-
tober 6, 1997, H.R. 2206, passed by the House
on October 6, 1997, H.R. 2571, passed by the
House on October 6, 1997, S. 714, passed by
the Senate on November 5, 1997, S. 986, or-
dered reported by the Senate Committee on
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October 7, 1997, S. 801, ordered reported by
the Senate Committee on October 7, 1997,
and S. 999, ordered reported by the Senate
Committee on October 7, 1997.

The Committees on Veterans’ Affairs have
prepared the following explanation of S. 714
(hereinafter referred to as the compromise
agreement). Differences between the provi-
sions contained in the compromise agree-
ment and the related provisions in the bills
listed above are noted in this document, ex-
cept for clerical corrections and conforming
changes made necessary by the compromise
agreement, and minor drafting, technical,
and clarifying changes.

VA EMPLOYMENT DISCRIMINATION RESOLUTION
AND ADJUDICATION

Current law

Within the statutory framework of title
VII, United States Code, the Equal Employ-
ment Opportunity (EEO) complaint process
for the Department of Veterans Affairs (VA)
is governed by federal regulations and Equal
Employment Opportunity Commission
(EEOC) directives applicable to all federal
agencies. The EEO program at VA is under
the direction of the Deputy Assistant Sec-
retary for Equal Opportunity, who reports to
the Assistant Secretary for Human Re-
sources and Administration.

The complaint process begins when a VA
employee contacts a facility EEO counselor.
That counselor is appointed by the facility
director who is the EEO Officer for the facil-
ity and the custodian of the complaint proc-
ess. Counseling allows an opportunity for in-
formal resolution of a complaint at the local
level. Most EEO counselors perform EEO du-
ties in addition to unrelated VA responsibil-
ities, and all EEO counselors report to the
facility director. On receipt of a formal com-
plaint, VA must advise the complainant that
it is required to conduct a complete and fair
investigation within 180 days. The notice
also advises the complainant of the right to
appeal the final decision to the EEOC. The
facility director (EEO Officer) accepts formal
complaints and refers those believed to be
procedurally defective (about 25 percent a
year) to the Office of General Counsel (OGC)
for legal review. If any part of the complaint
is accepted, the OGC advises the facility and
requests the appointment of an EEO inves-
tigator to the case. The investigator pro-
vides a Report of Investigation to both the
complainant and the EEO Officer.

The agency and complainant may settle
the complaint at any point in the EEO proc-
ess. If a settlement is not reached after the
Report of Investigation has been received,
the complainant may request either a final
agency decision from VA without a hearing,
or a hearing by an EEOC Administrative
Judge and then a final agency decision. If
the complainant is dissatisfied with the
agency’s final decision, he or she may appeal
it to the EEOC Office of Federal Operations.
The final step in the complaint process is a
title VII civil action in Federal district
court. The complainant has the right to file
a civil action against the agency any time
after 180 days have passed since the filing of
a formal complaint with the EEOC Office of
Federal Operations. Once in Federal Court,
the complaint leaves the EEO administrative
complaint system.

House bill

Section 2 of H.R. 1703 would direct the Sec-
retary to establish a new VA employment
discrimination complaint resolution system
whose employees would be supervised by and
report to an Assistant Secretary or Deputy
Assistant Secretary for complaint resolution
management. A new Office of Resolution
Management (ORM) would be supported by
district managers, field offices, full time

EEO counselors and investigators, and 40
FTEE collateral duty counselors. In addi-
tion, the ORM would be authorized to make
certain final agency decisions on procedural
issues.

Section 3 of H.R. 1703 would establish a VA
Office of Employment Discrimination Com-
plaint Adjudication (OEDCA). The bill would
transfer final agency decision authority on
substantive issues from the Office of the
General Counsel to OEDCA. The OEDCA, lo-
cated in VA Central Office, would be a quasi-
independent complaint adjudication unit.
The Director of the OEDCA would report di-
rectly to the Secretary or Deputy Secretary.
In addition to its complaint adjudication re-
sponsibilities, the OEDCA would be respon-
sible for creating an efficient and effective
complaint tracking system.

Section 4 of H.R. 1703 would provide an ef-
fective date of 90 days after enactment of
this Act.

Section 5 of H.R. 1703 would establish an
independent panel to review EEO and sexual
harassment procedures within VA. The panel
would be composed of six members—three
appointed jointly by the chairman and rank-
ing member of the House Committee on Vet-
erans’ Affairs, and three appointed jointly by
the chairman and ranking member of the
Senate Committee on Veterans’ Affairs.
Senate bill

Section 2 of S. 801 would establish a struc-
tural component for the Office of Resource
Management (ORM) which is identical to
section 2 of H.R. 1703. Additionally, section 2
of S. 801 would require the VA Office of In-
spector General to investigate allegations of
discrimination against all GS–15s and above,
and report to Congress and the Secretary.
Section 2 would also require the Secretary to
ensure that complainants may elect to con-
sult with full-time EEO employees or part-
time EEO employees. Section 2 would con-
tain more specific reporting requirements in-
cluding information on counseling relating
to employment discrimination, the number
and type of employment discrimination com-
plaints, the status of such complaints, and
the terms of any settlement.

Section 3 of S. 801 is identical to section 3
of H.R. 1703.

Section 4 of S. 801 would require the Sec-
retary to contract with a private entity to
assess VA’s discrimination complaint resolu-
tion system. The assessment would include a
study of the effectiveness of the training and
maintenance of groups of VA employees as-
signed to investigate claims and provide
counseling; the education and training of VA
employees regarding their rights and obliga-
tions under EEO laws; the use of alternative
dispute resolution procedures and settle-
ments in resolving EEO complaints; and
other programs, procedures or activities of
VA relating to the EEO laws.

Section 5 of S. 801 is identical to section 4
of H.R. 1703.
Compromise agreement

Section 101 follows section 2 of the House
bill except that it requires VA to transmit a
quarterly notice to the Committees on Vet-
erans’ Affairs of the House and Senate which
summarizes each employment discrimina-
tion complaint filed in the preceding quarter
against certain high ranking VA employees.
The notice will not include the name of the
individual who filed the complaint or name
of the individual against whom the com-
plaint is filed. The notice will summarize the
nature of the allegations and identify the VA
EEO regional field office at which the com-
plaint was filed. The notice will also include
a redacted copy of the complaint of employ-
ment discrimination and any attachments.
Section 101 also requires the Secretary to en-
sure that complainants may elect to consult

with fulltime EEO employees or part-time
EEO employees. Section 101 contains the ex-
panded reporting requirements included in
the Senate bill.

Section 102 follows section 3 of the House
bill.

Section 103 follows section 4 of the Senate
bill, with an additional requirement that the
Secretary ensure the independence of the
private entity conducting the assessment of
VA’s employment discrimination complaint
resolution system.

NATIVE AMERICAN HOME LOAN PROGRAM

Current law
Subchapter V of chapter 37, title 38, United

States Code, authorizes the Secretary of the
Department of Veterans Affairs (VA) to con-
duct a pilot program making direct loans to
Native Americans to purchase, construct,
renovate, or refinance homes on trust land.
The Secretary is required to enter into a
memorandum of understanding (MOU) with
the various tribal governments prior to mak-
ing any such loans. The MOU must give the
Secretary access to the property for any pur-
pose such as appraisal or monitoring of con-
struction in connection with the loan. Tribal
governments must agree to assist with the
implementation in a responsible and prudent
manner.

The maximum loan amount is $80,000 un-
less the Secretary determines that local
housing costs justify a higher amount. The
Secretary is required to establish appro-
priate credit underwriting standards which
give consideration to the purpose of the pro-
gram. The Secretary is also required to con-
duct an outreach program to educate tribal
organizations and Native American veterans
about the program. The program expired
September 30, 1997.
House bill

The House bill contains no provision
changing current law.
Senate bill

Section 1 of S. 714 would extend the au-
thority to carry out this program through
December 31, 2003, and add provisions regard-
ing specific outreach requirements. These in-
clude consulting about the housing needs of
Native Americans with the National Con-
gress of American Indians, the National
American Indian Housing Council and the
Department of Hawaiian Homelands, as well
as distributing information to tribal organi-
zations. The bill also requires an annual re-
port by February 1 of each year detailing the
operations of the program, outreach activi-
ties and an analysis of the pool of Native
American veterans who are eligible for par-
ticipation in the program.
Compromise agreement

Section 201 includes the Senate provisions
with added outreach and reporting require-
ments and extends VA’s program authority
to December 31, 2001.
TREATMENT AND REHABILITATION FOR SERI-

OUSLY MENTALLY ILL AND HOMELESS VETER-
ANS

Current law
Current law includes several provisions

which authorize specific VA programs to as-
sist homeless veterans and to contract for
residential care for homeless veterans, men-
tally ill veterans, and veterans suffering
from substance abuse or dependence.

Section 1720A of title 38, United States
Code, permits the Secretary to contract for
care, treatment, and rehabilitative services
in various treatment facilities—subject to a
review of the quality and effectiveness of its
programs—for eligible veterans suffering
from alcohol or drug dependence or abuse
disabilities.

The Secretary is also given the authority
to work in consultation with the Secretary
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of Labor and the Director of the Office of
Personnel Management to urge federal agen-
cies and appropriate private companies to
provide employment opportunities to those
veterans who have completed such programs.

Under this section of law, the Secretary is
directed to provide referral services to non-
eligible veterans who seek alcohol or drug
dependence assistance.

The authority to furnish such care expires
after December 31, 1997.

The Secretary was also tasked with con-
ducting ongoing clinical evaluations of drug
and alcohol abuse treatment to veterans, and
to report to Congress on the findings.

Section 115 of Public Law 100–322 (as ex-
tended through subsequent laws) authorizes
the VA to conduct a pilot program to provide
care, treatment and rehabilitative services
in halfway houses, therapeutic communities,
psychiatric residential treatment centers,
and other community-based treatment fa-
cilities to eligible homeless veterans suffer-
ing from chronic mental illness disabilities.
This program is set to expire on December
31, 1998.

Section 7 of Public Law 102–54 authorizes
the Secretary to carry out a compensated
work therapy and transitional housing dem-
onstration program, which expires on De-
cember 31, 1997.

Section 107 of the Veterans’ Medical Pro-
grams Amendments of 1992 requires the Sec-
retary to (1) assess all programs developed
by VA facilities which have been designed
and established to assist homeless veterans;
and (2) to the maximum extent practicable,
seek to replicate at other VA facilities those
programs which have as a goal the rehabili-
tation of homeless veterans. It also requires
directors of VA medical centers and regional
benefits offices, in coordination with non-VA
organizations with experience working with
local homeless persons, to develop lists of all
programs assisting homeless persons and en-
courages the cooperative development of a
local plan for coordinating services for
homeless veterans. The law also requires VA
medical center directors and regional office
directors to meet, to the maximum extent
feasible through existing programs and
available resources, the identified needs of
homeless veterans and attempt to inform
homeless veterans whose needs cannot be
met of services available in the area.

Section 2 of the Homeless Veterans Com-
prehensive Service Programs Act of 1992 re-
quires the Secretary to establish and oper-
ate, through September 30, 1997, a pilot pro-
gram to expand and improve the provision of
benefits and services by the Department of
Veterans Affairs to homeless veterans. VA is
authorized to operate up to eight demonstra-
tion programs, and each site shall include a
comprehensive and coordinated array of spe-
cialized services.
House bill

Section 2(a) of H.R. 2206 would consolidate,
extend and revise, in part, Department of
Veterans Affairs progams which serve veter-
ans who are homeless or suffer from chronic
mental illness or substance abuse or depend-
ence. It would amend chapter 17 to title 38,
United States Code, by adding a new sub-
chapter entitled ‘‘Treatment and Rehabilita-
tion for Seriously Mentally Ill and Homeless
Veterans.’’

New section 1771 would authorize the Sec-
retary to provide outreach services; care,
treatment, and rehabilitative services; and
therapeutic transitional housing assistance
to veterans suffering from serious mental ill-
ness, including veterans who are homeless.

New section 1772 would authorize the Sec-
retary, in conjunction with operating com-
pensated work therapy programs, to operate
residences and facilities as therapeutic hous-

ing. The provision would give the Secretary
latitude to purchase, lease, or otherwise ac-
quire residential housing in such a way as to
best expedite the opening and operation of
transitional housing. Such housing would be
subject to requirements specified in the bill,
to include a requirement that only eligible
veterans and a house manager may live at a
residence; veterans residents would be re-
quired to make payments that contribute to
covering their board and the operating costs
of the facility. Furthermore, residents would
be prohibited from drinking or taking drugs
and would be subject to drug testing. Any
resident in violation of this policy could be
expelled. All zoning, building permit, and
other similar community requirements—as
well as State and community fire and safety
requirements—would be applicable. The
measure would authorize the Secretary to
set reasonable payment rates for residents,
limit the duration of each veteran’s resi-
dence, and establish qualifications for the
house manager. The Secretary would have
broad authority in selecting property to be
established as transitional housing. The Sec-
retary could consider any suitable defaulted
residential property, any suitable space
within a facility already under the Depart-
ment’s jurisdiction but no longer in use, and
any other property acquired by the Depart-
ment. The measure makes specific provision
for the transfer of defaulted property from
the Veterans Benefits Administration as well
as obtaining property from the Department
of Housing and Urban Development. The Sec-
retary may dispose of any property acquired
for this purpose and funds obtained by such
a sale would go to the General Post Fund.
Section 1772 would also provide that pay-
ments received by the VA under this section
be deposited in the General Post Fund. The
measure would require the Secretary to
manage the program so that expenditures for
any fiscal year do not exceed by more than
$500,000 proceeds credited to the General
Post Fund under this section. Operating
funds and receipts would be accounted for
separately and would each be stated in the
President’s budget for each fiscal year.

New section 1773 would direct the Depart-
ment, subject to the availability of appro-
priations, to operate no fewer than eight
comprehensive-services centers to assist
homeless veterans.

New section 1774 would, subject to avail-
able funding, require VA, in assisting home-
less veterans, to coordinate, and permit the
Department to provide authorize services in
conjunction with other agencies of State,
local, and Federal government, and non-
governmental organizations. It would also
require VA facility directors to assess and
identify local homeless veterans, needs and
the adequacy of existing programs to meet
those needs, and take appropriate action, to
the extent practicable to meet those needs.
Such assessments are to identify homeless
veterans’ needs in the areas of health care,
education and training, employment, shel-
ter, counseling, and outreach services. Each
assessment is also to comment on the ade-
quacy of current VA programs with regards
to these needs. This section would also re-
quire local VA officials to work with other
governmental entities and homeless advo-
cacy groups to develop a list of programs de-
signed to assist homeless persons and home-
less veterans in the area; provide outreach to
the developers of local homeless programs to
coordinate the provision of services to home-
less veterans; attempt to identify and meet
the needs of homeless veterans; and inform
the homeless veteran population in the area
whose needs cannot be met by the VA direc-
tor of services available to such veterans in
the community.

Senate bill
Section 2(a) of S. 714 would extend the

VA’s authority under section 1720A of title
38, United States Code, to treat and rehabili-
tate veterans with alcohol or drug depend-
ence or abuse disabilities through December
31, 1999.

Section 2(c) of S. 714 would extend the VA’s
authority to provide community-based care
to homeless veterans under the Veterans’
Benefits and Services Act of 1988 through De-
cember 31, 1999.

Section 2(d) of S. 714 would extend the
VA’s Compensated Work Therapy and Thera-
peutic Transitional Housing demonstration
program under Public Law 102–54 through
December 31, 1999.

Section 2(e) of S. 714 would amend the
Homeless Veterans Comprehensive Service
Programs Act of 1992 to extend through Sep-
tember 30, 1999 (1) VA’s authority to operate
comprehensive service centers to assist
homeless veterans, (2) VA’s authority to
make grants and to assist homeless veterans,
and (3) the authorization of appropriations
for that Act.
Compromise agreement

Section 202 generally follows the House
bill, except that the program authorities
would include a sunset date of December 31,
2001.

SALE OR LEASE OF VA PROPERTIES TO
HOMELESS PROVIDERS

Current law
Section 3735 of title 38, United States Code,

authorizes the Secretary of the VA to sell,
lease or donate foreclosed VA properties to
nonprofit organizations or a State or politi-
cal subdivision of a State for the purpose of
assisting homeless veterans and their fami-
lies in acquiring shelter. Properties eligible
for transfer under this program are those not
likely to be sold at a price that would reduce
the VA’s liability on the property. Providers
must comply with all zoning codes and agree
to use the property to shelter primarily
homeless veterans and their families. The
Secretary may make loans on such prop-
erties at below-market rates and may waive
all fees required under section 3729 of title 38,
United States Code. The program expires De-
cember 31, 1997.
House bill

The House bill contains no provision
changing current law.
Senate bill

Section 2 of S. 714 would extend the au-
thority to carry out this program through
December 31, 1999.
Compromise agreement

Section 203(a) includes the Senate provi-
sion.

EXTENSION OF HOMELESS VETERANS
COMPREHENSIVE SERVICE GRANT PROGRAM

Current law
Section 3 of the Homeless Veterans Com-

prehensive Service Programs Act of 1992 (38
USC section 7721 note) authorizes the Sec-
retary to establish and operate a grant pro-
gram to assist eligible entities in establish-
ing new programs to furnish outreach, reha-
bilitative services, vocational counseling and
training, and transitional housing assistance
to homeless veterans. This program expired
on September 30, 1997 and limited the De-
partment to providing grants for no more
that 25 service centers and no more than 20
programs which incorporate the procure-
ment of vans for use in outreach to, and
transportation for, homeless veterans to
carry out the intention of the law.
House bill

Section 3 of H.R. 2206 would extend VA’s
authority to make such grants to September
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30, 1999 and would strike the limitation on
the number of grants which may be awarded
for specified purposes.
Senate bill

Section 2(e)(2) of S. 714 would extend the
grant program until September 30, 1999.
Compromise agreement

Section 203(b) follows the Senate bill.
HOMELESS VETERANS REINTEGRATION PROJECT

Current law
The Stewart B. McKinney Homeless Assist-

ance Act (title 42, section 11448(e)(1)) author-
izes the Department of Labor to provide
grants to community based organizations fo-
cusing on returning homeless veterans to the
work force. The program is administered by
the Veterans Employment and Training
Service. From 1988 through 1996, the program
served over 41,000 homeless veterans, placing
over 18,000 in jobs. The program expires De-
cember 31, 1997.
House bill

The House bill contains no provision
changing current law.
Senate bill

Section 4(e) of S. 714 would amend the
Stewart B. McKinney Homeless Assistance
Act (title 42, section 11448(e)(1) to extend the
expiration date of the Homeless Veterans Re-
integration Project to December 31, 1999, and
authorize expenditures up to $10,000,000 per
year.
Compromise agreement

Section 203(c) includes the Senate provi-
sion.
ANNUAL REPORT ON ASSISTANCE TO HOMELESS

VETERANS

Current law
Section 1001 of the Veterans Benefits Im-

provements Act of 1994 (38 USC section 7721
notes) requires that the Secretary, by April
15 of each year, submit to the Committees a
report on the activities of the VA’s homeless
programs. The annual report is to include
the number of homeless veterans provided
assistance under VA programs, the cost of
providing these programs, and any other in-
formation the Secretary deems appropriate.
House bill

Section 4 of H.R. 2206 would expand the
scope of this reporting requirement. It would
require the VA to report on its evaluation of
the effectiveness of its programs relating to
residential work therapy, outreach, commu-
nity-based residential treatment, and case
management, as well as contract care pro-
grams for alcohol and drug dependence or
abuse disabilities. Further, it would require
the Secretary to evaluate and report on the
effectiveness of programs established
through grants awarded under the Homeless
Veterans Comprehensive Service Grant Pro-
gram.
Senate bill

The Senate bill contains no comparable
provision.
Compromise agreement

Section 204 follows the House bill.
ENHANCED-USE LEASES OF DEPARTMENT OF

VETERANS AFFAIRS REAL PROPERTY

Current law
Under section 8169 of title 38, United States

Code, the Secretary’s authority to enter into
enhanced-use leases of Department of Veter-
ans Affairs real property expires after De-
cember 31, 1997.

Section 8168 of title 38, United States Code,
limits the number of enhanced-use leases
(other than leases for child care centers)
which the Secretary may execute to 20, and
sets a 10-project cap on such leases during
any one fiscal year.

House bill
Section 101 of H.R. 1052 would extend the

Secretary’s authority to enter into such
leases to December 31, 2002 and would repeal
the limits on the number of enhanced-use
leases which the Secretary may execute.
Senate bill

Section 3 of S. 714 would change the limit
from 20 to 40 and extend the program until
December 31, 1999.
Compromise agreement

Section 205 generally follows the House bill
except that the program would expire on De-
cember 31, 2001.
NONINSTITUTIONAL ALTERNATIVES TO NURSING

HOME CARE

Current law
Section 1720C of title 38, United States

Code, authorizes the Secretary to conduct a
pilot program for the furnishing of medical,
rehabilitative and health-related services in
noninstitutional settings for eligible veter-
ans for nursing home care. This provision au-
thorizes VA services through December 31,
1997.
House bill

Section 5 of H.R. 2206 would provide ongo-
ing authority for this program.
Senate bill

Section 4 of S. 714 would extend the pro-
gram through December 31, 1999.
Compromise agreement

Section 206 follows the House bill.
HEALTH PROFESSIONAL SCHOLARSHIP PROGRAM

Current law
Section 7611 of title 38, United States Code,

authorizes the Department to institute the
Department of Veterans Affairs Health Pro-
fessional Scholarship Program, which gives
students the opportunity to receive VA
health care scholarships in exchange for a
specified period of employment in VA after
graduation. In authorizing an extension of
that program through December 31, 1997,
Congress in section 202 of Public Law 104–110
required the Department to evaluate the ef-
ficacy of the program and compare its costs
and benefits with alternative approaches to
ensure adequate recruitment and retention
of health professionals. The Department
failed to carry out that report requirement.
House bill

The House bill contains no provision
changing current law.
Senate bill

Section 4(b) of H.R. 714 would extend the
program through December 31, 1999.
Compromise agreement

Section 207 would extend the program to
December 31, 1998 and would also require
that the Department report to Congress
within six months in accordance with the re-
quirement in Public Law 104–110.

MAMMOGRAPHY STANDARDS

Current law
Section 106(a)(2) of the Veterans Health

Care Act of 1992 (38 USC 1710 note) provides
that the Department may provide breast ex-
aminations and mammography to women
veterans.
House bill

The House bill contains no comparable pro-
vision.
Senate bill

S. 999 would specify that the Department
follow the recommendations of the American
Cancer Society regarding the frequency of
screening mammograms for women in spe-
cific age groups.
Compromise agreement

Section 208 would require the VA’s Under
Secretary for Health to develop a national

policy for the VHA with respect to mammog-
raphy standards for veterans. Such a policy
would specify standards of mammography
screening and include recommendations on
screening for women over the age of 39 and
veterans with clinical symptoms, risk fac-
tors or family history of breast cancer. The
section would also provide for clinician dis-
cretion on this matter. Additionally, the sec-
tion includes a section (c) Sense of the Con-
gress, that the policy adopted by VHA in sec-
tions (a) and (b) shall be in accordance with
the guidelines endorsed by the Secretary of
Health and Human Services and the Director
of the National Institutes of Health.

PERSIAN GULF WAR VETERANS

Current law
Section 703 of Public Law 102–585, as

amended, directs the VA to provide a health
examination (including any appropriate di-
agnostic tests), consultation, and counseling
with respect to the results of such an exam-
ination to any Persian Gulf War veteran who
requests such an examination. Such exam-
ination findings are also to be included in a
Persian Gulf War Veterans health registry,
to be maintained by the VA.

Section 1710(e)(1)(c) of title 38, United
States Code, provides eligibility for care,
through December 31, 1998, to any veteran of
the Persian Gulf War who may have been ex-
posed to a toxic substance or environmental
hazard during such service for any condition
which may be associated with such exposure.
House bill

Section 6(a) of H.R. 2206 would specify that
Persian Gulf veterans shall be verbally coun-
seled on the results of health examinations
carried out under section 703 of Public Law
102–582, as amended.

Section 6(b) of H.R. 2206 would clarify that
a Persian Gulf veteran is eligible for VA
health care for any condition—not just for
exposure of a toxic substance or environ-
mental hazard—which may be associated
with service in the Gulf.

Section 6(c) of H.R. 2206 would direct the
Secretary to carry out a program of dem-
onstration projects designed to test innova-
tive approaches to treating Persian Gulf vet-
erans at up to 10 VA medical centers across
the country. Three treatment models—a spe-
cialized Persian Gulf clinic, a multidisci-
plinary treatment program aimed at manag-
ing symptoms, and the use of case man-
agers—would be used at at least two dem-
onstration sites. The Secretary is required to
provide $5 million in appropriated funds for
use in carrying out these projects. Before a
location has been designated as a demonstra-
tion site, a peer review panel must determine
the efficacy of the selection, using as its cri-
teria the facility’s ability to attract out-
standing and innovative physicians to the
project and to effectively evaluate the ac-
tivities of the project.
Senate bill

The Senate bill contains no comparable
provisions.
Compromise agreement

Section 209 follows the House bill except
that it does not include Section 6(a), which
contains a provision relating to VA counsel-
ing of Persian Gulf veterans.

REPORT ON MEDICAL EMERGENCIES ARISING
FROM TERRORISM

House bill
The House bill contains no provision

changing current law.
Senate bill

Section 432 of S. 986 requires the President
by March 1, 1998, to submit to Congress a re-
port on plans, preparations and the capabil-
ity of all levels of government to respond na-
tionally to medical emergencies arising from
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the terrorist use of weapons of mass destruc-
tion. The report is to be prepared in con-
sultation with specified departments and
agencies of the Federal government, and the
President is to designate a lead agency for
purposes of preparing the report. The section
specifies matters to be included in such re-
port, including a description of steps taken
to prepare to respond to such emergencies; a
description of existing obligations, roles, and
lines of authority within government for
such a situation; an assessment of current
level of preparedness and listing of existing
medical assets available to respond; and esti-
mated costs of government agencies and de-
partments to prepare for and carry out their
respective roles.
Compromise agreement

Section 210 follows the Senate bill.
CONSTRUCTION AUTHORIZATION

AUTHORIZATION OF MAJOR MEDICAL FACILITY
PROJECTS

Current law
Section 8104(a)(2) of title 38, United States

Code, provides that no funds may be appro-
priated for any fiscal year, and the Secretary
of Veterans Affairs may not obligate or ex-
pend funds (other than for advance planning
and design), for any major medical facility
project unless funds for that project have
been specifically authorized by law.
House bill

Section 1(1) of H.R. 2571 would authorize
the Secretary to carry out a seismic correc-
tions project at the Memphis VA Medical
Center in an amount not to exceed $34.6 mil-
lion.

Section 1(2) of H.R. 2571 would authorize
the Secretary to make seismic corrections
and other improvements at the McClellan
Hospital in Sacramento, California using up
to $48 million in previously appropriated
funds.

Section 1(3) of H.R. 2571 would authorize
the Secretary to carry out outpatient im-
provement projects with already-appro-
priated funds at facilities in Mare Island,
Vallejo, California and Martinez, California
in an amount not to exceed $7 million.
Senate bill

Section 201 of S. 986 contains provisions
substantively similar to section 1(1) of H.R.
2571.

S. 986 contains no comparable provision to
sections 1(2) and 1(3) of H.R. 2571.
Compromise agreement

Section 301 follows the House bill.
AUTHORIZATION OF MAJOR MEDICAL FACILITY

LEASES

Current law
Section 8104(a)(2) of title 38, United States

Code, provides that no funds may be appro-
priated for any fiscal year, and the Secretary
of Veterans Affairs may not obligate or ex-
pend funds (other than for advance planning
and design), for any major medical facility
lease unless funds for that lease have been
specifically authorized by law.
House bill

Section 2 of H.R. 2571 would authorize the
Secretary to carry out the following leases
of satellite outpatient clinics: Jacksonville,
FL, $3.095 million; Boston, MA, $5.215 mil-
lion; Canton, OH, $2.115 million; Portland,
OR, $1.919 million; and Tulsa, OK, $2.112 mil-
lion.

Section 2 of H.R. 2571 would authorize the
Secretary to carry out the following leases
of information resources management field
offices: Birmingham, AL, $595,000; and Salt
Lake City, UT, $652,000.
Senate bill

Section 202 of S. 986 contains provisions
identical to section 2 of H.R. 2571, except

that the lease for the satellite outpatient
clinic in Canton, OH is authorized for
$735,000.
Compromise agreement

Section 302 follows the House bill.
AUTHORIZATION OF APPROPRIATIONS

Current law
Section 8104(a)(2) of title 38, United States

Code, provides that no funds may be appro-
priated for any fiscal year, and the Secretary
of Veterans Affairs may not obligate or ex-
pend funds (other than for advance planning
and design), for any major medical facility
lease unless funds for that project or lease
have been specifically authorized by law.
House bill

Section 3(a)(1) of H.R. 2571 would authorize
to be appropriated to the Department of Vet-
erans Affairs for fiscal year 1998 $34.6 million
for the Construction, Major Projects account
to be used for major medical facility
projects.

Section 3(a)(2) of H.R. 2571 would authorize
to be appropriated to the Department of Vet-
erans Affairs for fiscal year 1998 $15.703 mil-
lion for the Medical Care account to be used
for major medical facility leases.

Section 3(b) of H.R. 2571 would limit the
authorized projects to be carried out using
only (1) specifically authorized major con-
struction funds appropriated for fiscal year
1998; (2) funds appropriated for Construction,
Major Projects before fiscal year 1998 that
remain available for obligation; and (3) funds
appropriated for Construction, Major
Projects, for fiscal year 1998 for a category of
activity not specific to the project.
Senate bill

Section 203(a) of S. 986 would authorize ap-
propriations for Fiscal Years 1998 and 1999. It
would authorize a $34.6 million appropriation
for the Construction, Major Projects account
and a $14.323 million appropriation for the
Medical Care account.

Section 203(b) differs from section 3(b) of
H.R. 2571 only in that both fiscal years 1998
and 1999 are included.
Compromise agreement

Section 303 follows the House bill.
CLARIFICATION ON ELIGIBILITY FOR HEALTH

CARE

Current law

In amendments to section 1710 in Public
Law 104–262, Congress provided, in pertinent
part, that VA ‘‘shall’’ (subject to available
appropriations) furnish hospital care and
medical services to a veteran ‘‘who has a
compensable service-connected disability’’
(38 U.S.C. section 1710(a)(2)(A). Section
1710(a)(2)(B) of title 38, United States Code,
reflects similar terminology in providing for
care of any veteran discharged or released
for active service ‘‘for a compensable’ dis-
ability’’.
House bill

The House bill contains no provision
changing current law.
Senate bill

Section 412(a) of S. 986 would strike the
word compensable from section 1710(a)(2)(B),
as amended by P.L. 104–262.
Compromise agreement

Section 402(a) follows the Senate provision.
HOME IMPROVEMENTS

Current Law

A technical amendment in the Veterans’
Health Care Eligibility Reform Act of 1996
was construed by the Department as having
had the effect of limiting to so-called ‘‘cat-
egory A’’ veterans’ eligibility for VA pay-
ments for home improvements and struc-
tural alterations. Higher-income (‘‘category

C’’) veterans, who had been eligible for a one-
time $1200 benefit under prior law, were
deemed ineligible under the change
House bill

Section 9(a) of H.R. 2206 would amend sec-
tion 1717(a)(2)(B) of title 38, United States
Code, to clarify that category C veterans
under VA treatment are eligible for the one-
time $1200 home improvement/structural al-
teration benefit.
Senate bill

Section 412(b) of S. 986 contains a similar
provision.
Compromise agreement

Section 402(b) follows the Senate bill.
TRANSFERS TO COMMUNITY NURSING HOMES

Current law
Under section 1720 of title 38, United States

Code, VA may only transfer to, and provide
for care in, a community nursing home, vet-
erans who have received VA inpatient care.
Existing law makes no provision for such
transfer and placement on the part of a vet-
eran who, in the course of VA provision of
ambulatory treatment, is found to need
nursing home care.
House bill

The House bill contains no provision
changing current law.
Senate bill

Section 412(c) of S. 986 would strike the
limitation in section 1720 of title 38, United
States Code, which restricts VA transfers
and placements into community nursing
homes to veterans receiving inpatient care,
and would authorize such needed placements
for any veteran under care in a VA facility.
Compromise agreement

Section 402(c) follows the Senate provision.
SHARING OF HEALTH-CARE RESOURCES:

PURCHASING

Current law

Under section 8153 of title 38, United States
Code, VA may enter into agreements with
any entity to buy health care resources.
Where VA proposes to obtain such resources
from an affiliated institution or organiza-
tion, it may do so, under section
8153(a)(3)(A), ‘‘without regard to any law or
regulation’’ requiring competition. VA may
also procure such resources from a source
other than an affiliated entity under sim-
plified procedures aimed at promoting com-
petition to the maximum extent practicable;
such ‘‘simplified procedures . . . shall permit
all responsible sources to submit a bid. . . .’’
(38 USC section 8153(a)(3)(B)).
House bill

The House bill contains no provision
changing current law.
Senate bill

Section 412(d) of S. 986 would amend sec-
tion 8153(a)(3)(A) to clarify that purchases of
resources from an affiliated entity are ex-
empt from otherwise applicable require-
ments for competition not only in law or
regulation but also in any Executive order,
circular, or other administration policy. Sec-
tion 412(e) of S. 986 would amend section
8153(a)(3)(B) to clarify that VA may reason-
ably limit the number of sources sought for
bids under its authority to employ simplified
procedures.
Compromise agreement

Sections 402(d) and 502(e) follow the Senate
provision

HOSPITAL REFERENCE

Current law

The VA medical facility in Columbia,
South Carolina is named the ‘‘Wm. Jennings
Bryan Dorn Veterans’ Hospital’’.
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House bill

Section 9(b) of H.R. 2206 would redesignate
this facility as the ‘‘Wm. Jennings Bryan
Dorn Department of Veterans Affairs Medi-
cal Center’’.

Senate bill

The Senate bill contains no comparable
provision.

Compromise agreement

Section 403 follows the House bill.

Current law

SPINA BIFIDA

Current law

Chapter 18 of title 38, United States Code,
authorizes the Secretary to provide medical
care, compensation, and vocational training
benefits for Vietnam veterans’ children who
are conceived following service in Vietnam
and are born with spina bifida. The veteran
must have been discharged under conditions
other than dishonorable. Compensation in
the amounts of $200, $700, and $1,200 is based
on the severity of the disability. Children are
eligible for up to 24 months of vocational
training generally following completion of
high school.

House bill

The House bill contains no provision
changing current law.

Senate bill

The Senate bill contains no comparable
provision.

Compromise agreement

Section 404 includes technical and clarify-
ing amendments to chapter 18 title 38, Unit-
ed States Code, including a provision to pro-
vide benefits regardless of the veteran’s type
of discharge.

COMPENSATION AND PENSION MEDICAL
EXAMINATIONS

Current law

Physicians employed by the Veterans
Health Administration may conduct disabil-
ity examinations of veterans who have ap-
plied for VA monetary benefits. Section 504
of Public Law 104–272 authorizes VA to con-
duct a pilot program involving use of physi-
cians who provide such examinations under
contract arrangements. VA is to report on
its experience under such program by Octo-
ber 1999.

House bill

The House bill contains no provision
changing current law.

Senate bill

Section 411 of S. 986 would add a new sec-
tion 7704 to title 38, United States Code,
which would authorize the Under Secretary
for Benefits to reimburse the Under Sec-
retary for Health for costs incurred in pro-
viding disability examinations.

Compromise agreement

The compromise bill contains no provision
on this subject.

PERSONNEL POLICY

Current law

Section 711 of title 38, United States Code,
requires the Secretary to report to Congress
and delay for a specified period any system-
atic reduction in grade of employees engaged
in direct patient care or who are professional
employees and computer specialists.

House bill

Section 7 of H.R. 2206 would amend section
7425 of title 38, United States Code, to pro-
vide that Veterans Health Administration
employees in positions involving the provi-
sion (or supervision) of patient care or the
conduct of research are not subject to any
reduction (required by law or Executive

branch policy) in the number of percentage
of employees or personnel positions within
specified pay grades.
Senate bill

The Senate bill contains no comparable
provisions.
Compromise agreement

The compromise bill contains no provision
relating to this subject.

PURCHASES OF PHARMACEUTICAL PRODUCTS

Current law
The Federal Government, primarily

through the General Services Administra-
tion, negotiates and awards contracts for
products and services through federal supply
schedules. The Government issues solicita-
tions, receives offers from prospective ven-
dors, negotiates with them on product and
service prices, and award contracts. Such
contracts give vendors the right to sell goods
and services to the government during the
period that the contract is in effect; federal
agencies order products and services directly
from a vendor and pay the vendor directly.
Congress, by law, has authorized a variety of
other entities, including certain Indian trib-
al governments, to make purchases from the
federal supply schedule. The General Serv-
ices Administration, which has responsibil-
ity for managing the federal supply sched-
ules, has delegated responsibility for manag-
ing a number of such schedules, including
the schedule for pharmaceuticals, to the De-
partment of Veterans Affairs.
House bill

Section 8 of H.R. 2206 would amend section
8125 of title 38, United States Code, to pro-
vide that, notwithstanding any other provi-
sion of law, any product listed on the phar-
maceutical Federal Supply Schedule may
only be procured from that schedule by or
for the federal government or any other en-
tity specified in federal law or regulation as
of July 1, 1997.
Senate bill

The Senate bill contains no similar provi-
sions.
Compromise agreement

The compromise bill contains no provision
relating to this subject.

PARKING FEES

Current law
Section 8109(d)(1) requires the collection of

parking fees (other than from veterans and
volunteers) at VA health care facilities
under specified circumstances.
House bill

The House bill contains no provision
changing current law.
Senate bill

S. 309 would prohibit the collection of
parking fees at VA parking facilities used in
connection with a medical facility which is
operated jointly under a health care re-
sources sharing agreement with the Depart-
ment of Defense.
Compromise agreement

The compromise bill contains no provision
relating to this subject.
SHARING OF HEALTH-CARE RESOURCES: SELLING

Current law
Under section 8153 of title 38, United States

Code, VA may enter into agreements with
any entity to sell health care resources. Sec-
tion 8153(e) requires, as a precondition to
VA’s furnishing services to nonveterans
under section, that VA make certain find-
ings, including a determination ‘‘that veter-
ans will receive priority under such an ar-
rangement’’.
House bill

The House bill contains no provision
changing current law.

Senate bill
Section 412(f) of S. 986 would amend section

8153(a)(3)(B) to strike the language regarding
veterans receiving a priority under such an
arrangement and substitute language to re-
quire a determination that ‘‘care to veterans
will not be diminished as a result of such an
arrangement’’.
Compromise agreement

The compromise bill contains no provision
on this subject.

CONSOLIDATION OF HOUSING LOAN REVOLVING
FUNDS

Current law
Chapter 37 of title 38, United States Code,

establishes the Direct Loan Revolving Fund,
the Loan Guaranty Revolving Fund, and the
Guaranty and Indemnity Fund at the De-
partment of the Treasury for deposits and
disbursements related to veterans’ home
loan guaranty and direct home loan pro-
grams.
House bill

The House bill contains no provision
changing current law.
Senate bill

The Senate bill also contains no provision
changing current law.
Compromise agreement

The compromise bill contains no provision
on this subject.

RECOUPMENT OF SPECIAL SEPARATION
INCENTIVES

Current law
Section 1174 of title 10 authorizes the Sec-

retary of Defense to pay a special separation
bonus to active duty service members who
have served between six and 20 years. Sepa-
ration pay is based on length of service and
base pay at the time of separation. This pay
is subject to taxation.

Section 1174(h) of title 10 and section 5304
of title 38 requires the Secretary of Veterans
Affairs to offset the amount of compensation
paid to a veteran due to service connected
disability by an amount equal to special sep-
aration incentives. Section 653 of Public Law
104–201 limited VA’s recoupment on special
separation incentives made on or after Sep-
tember 30, 1996 to the net amount after
taxes.
House bill

The House bill contains no provision
changing current law.
Senate bill

Section 431 of S. 986 would amend chapter
53 of title 38, to add a new provision limiting
recoupment for any compensation paid after
December 5, 1991 to 75 percent of the special
separation pay.
Compromise agreement

The compromise bill contains no provision
on this subject.

ENHANCE STATE CEMETERY GRANT PROGRAM

Current law
Chapter 24 of title 38, United States Code,

authorizes the Secretary of Veterans Affairs
to provide grants to States to establish new
veterans’ cemeteries or to expand or improve
existing veterans’ cemeteries owned by the
State. Under this authority, VA may grant
up to 50 percent of the cost of the land and
improvements to that land. If the State owns
the land at the time of the grant, the value
of the land may be counted for up to 50 per-
cent of the State’s contribution.
House bill

The House bill contains no provision
changing current law.
Senate bill

Section 421 of S. 986 contains provisions to
increase the VA share of the project costs for
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state veterans’ cemeteries funded under the
grant program. This provision would author-
ize the Secretary to grant up to 100 percent
of the cost of improvements to the land to be
purchased and up to 100 percent of the initial

equipment costs. For existing cemeteries,
the Secretary would be authorized to grant
up to 100 percent of the cost of the improve-
ments made to any additional land pur-
chased for expansion or 100 percent of the

cost of improvements to existing cemetery
land.

Compromise agreement

The compromise bill contains no provision
relating this subject.

N O T I C E

Incomplete record of House proceedings. Except for concluding business which follows,
today’s House proceedings will be continued in the next issue of the Record.

CONFERENCE REPORT ON S. 830,
FOOD AND DRUG ADMINISTRA-
TION MODERNIZATION ACT OF
1997

Mr. BLILEY submitted the following
conference report and statement on the
Senate bill (S. 830) to amend the Fed-
eral Food, Drug, and Cosmetic Act and
the Public Health Service Act to im-
prove the regulation of food, drugs, de-
vices, and biological products, and for
other purposes:

CONFERENCE REPORT (H. REPT. 105–399)
The Committee of conference on the dis-

agreeing votes of the two Houses on the
amendments of the House to the bill (S. 830)
to amend the Federal Food, Drug, and Cos-
metic Act and the Public Health Service Act
to improve the regulation of food, drugs, de-
vices, and biological products, and for other
purposes, having met, after full and free con-
ference, have agreed to recommend and do
recommend to their respective Houses as fol-
lows:

That the Senate recede from its disagree-
ment to the amendment of the House to the
text of the bill and agree to the same with an
amendment as follows:

In lieu of the matter proposed to be in-
serted by the House amendment, insert the
following:
SECTION 1. SHORT TITLE; REFERENCES; TABLE

OF CONTENTS.
(a) SHORT TITLE.—This Act may be cited as

the ‘‘Food and Drug Administration Moderniza-
tion Act of 1997’’.

(b) REFERENCES.—Except as otherwise speci-
fied, whenever in this Act an amendment or re-
peal is expressed in terms of an amendment to or
a repeal of a section or other provision, the ref-
erence shall be considered to be made to that
section or other provision of the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 301 et seq.).

(c) TABLE OF CONTENTS.—The table of con-
tents for this Act is as follows:

Sec. 1. Short title; references; table of contents.
Sec. 2. Definitions.

TITLE I—IMPROVING REGULATION OF
DRUGS

Subtitle A—Fees Relating to Drugs
Sec. 101. Findings.
Sec. 102. Definitions.
Sec. 103. Authority to assess and use drug fees.
Sec. 104. Annual reports.
Sec. 105. Savings.
Sec. 106. Effective date.
Sec. 107. Termination of effectiveness.

Subtitle B—Other Improvements
Sec. 111. Pediatric studies of drugs.
Sec. 112. Expediting study and approval of fast

track drugs.
Sec. 113. Information program on clinical trials

for serious or life-threatening dis-
eases.

Sec. 114. Health care economic information.
Sec. 115. Clinical investigations.
Sec. 116. Manufacturing changes for drugs.
Sec. 117. Streamlining clinical research on

drugs.

Sec. 118. Data requirements for drugs and bio-
logics.

Sec. 119. Content and review of applications.
Sec. 120. Scientific advisory panels.
Sec. 121. Positron emission tomography.
Sec. 122. Requirements for

radiopharmaceuticals.
Sec. 123. Modernization of regulation.
Sec. 124. Pilot and small scale manufacture.
Sec. 125. Insulin and antibiotics.
Sec. 126. Elimination of certain labeling re-

quirements.
Sec. 127. Application of Federal law to practice

of pharmacy compounding.
Sec. 128. Reauthorization of clinical pharmacol-

ogy program.
Sec. 129. Regulations for sunscreen products.
Sec. 130. Reports of postmarketing approval

studies.
Sec. 131. Notification of discontinuance of a life

saving product.

TITLE II—IMPROVING REGULATION OF
DEVICES

Sec. 201. Investigational device exemptions.
Sec. 202. Special review for certain devices.
Sec. 203. Expanding humanitarian use of de-

vices.
Sec. 204. Device standards.
Sec. 205. Scope of review; collaborative deter-

minations of device data require-
ments.

Sec. 206. Premarket notification.
Sec. 207. Evaluation of automatic class III des-

ignation.
Sec. 208. Classification panels.
Sec. 209. Certainty of review timeframes; col-

laborative review process.
Sec. 210. Accreditation of persons for review of

premarket notification reports.
Sec. 211. Device tracking.
Sec. 212. Postmarket surveillance.
Sec. 213. Reports.
Sec. 214. Practice of medicine.
Sec. 215. Noninvasive blood glucose meter.
Sec. 216. Use of data relating to premarket ap-

proval; product development pro-
tocol.

Sec. 217. Clarification of the number of required
clinical investigations for ap-
proval.

TITLE III—IMPROVING REGULATION OF
FOOD

Sec. 301. Flexibility for regulations regarding
claims.

Sec. 302. Petitions for claims.
Sec. 303. Health claims for food products.
Sec. 304. Nutrient content claims.
Sec. 305. Referral statements.
Sec. 306. Disclosure of irradiation.
Sec. 307. Irradiation petition.
Sec. 308. Glass and ceramic ware.
Sec. 309. Food contact substances.

TITLE IV—GENERAL PROVISIONS

Sec. 401. Dissemination of information on new
uses.

Sec. 402. Expanded access to investigational
therapies and diagnostics.

Sec. 403. Approval of supplemental applications
for approved products.

Sec. 404. Dispute resolution.

Sec. 405. Informal agency statements.
Sec. 406. Food and Drug Administration mis-

sion and annual report.
Sec. 407. Information system.
Sec. 408. Education and training.
Sec. 409. Centers for education and research on

therapeutics.
Sec. 410. Mutual recognition agreements and

global harmonization.
Sec. 411. Environmental impact review.
Sec. 412. National uniformity for nonprescrip-

tion drugs and cosmetics.
Sec. 413. Food and Drug Administration study

of mercury compounds in drugs
and food.

Sec. 414. Interagency collaboration.
Sec. 415. Contracts for expert review.
Sec. 416. Product classification.
Sec. 417. Registration of foreign establishments.
Sec. 418. Clarification of seizure authority.
Sec. 419. Interstate commerce.
Sec. 420. Safety report disclaimers.
Sec. 421. Labeling and advertising regarding

compliance with statutory re-
quirements.

Sec. 422. Rule of construction.

TITLE V—EFFECTIVE DATE

Sec. 501. Effective date.
SEC. 2. DEFINITIONS.

In this Act, the terms ‘‘drug’’, ‘‘device’’,
‘‘food’’, and ‘‘dietary supplement’’ have the
meaning given such terms in section 201 of the
Federal Food, Drug, and Cosmetic Act (21
U.S.C. 321).

TITLE I—IMPROVING REGULATION OF
DRUGS

Subtitle A—Fees Relating to Drugs
SEC. 101. FINDINGS.

Congress finds that—
(1) prompt approval of safe and effective new

drugs and other therapies is critical to the im-
provement of the public health so that patients
may enjoy the benefits provided by these thera-
pies to treat and prevent illness and disease;

(2) the public health will be served by making
additional funds available for the purpose of
augmenting the resources of the Food and Drug
Administration that are devoted to the process
for review of human drug applications;

(3) the provisions added by the Prescription
Drug User Fee Act of 1992 have been successful
in substantially reducing review times for
human drug applications and should be—

(A) reauthorized for an additional 5 years,
with certain technical improvements; and

(B) carried out by the Food and Drug Admin-
istration with new commitments to implement
more ambitious and comprehensive improve-
ments in regulatory processes of the Food and
Drug Administration; and

(4) the fees authorized by amendments made
in this subtitle will be dedicated toward expedit-
ing the drug development process and the review
of human drug applications as set forth in the
goals identified, for purposes of part 2 of sub-
chapter C of chapter VII of the Federal Food,
Drug, and Cosmetic Act, in the letters from the
Secretary of Health and Human Services to the
chairman of the Committee on Commerce of the
House of Representatives and the chairman of



CONGRESSIONAL RECORD — HOUSE H10453November 9, 1997
the Committee on Labor and Human Resources
of the Senate, as set forth in the Congressional
Record.
SEC. 102. DEFINITIONS.

Section 735 (21 U.S.C. 379g) is amended—
(1) in the second sentence of paragraph (1)—
(A) by striking ‘‘Service Act, and’’ and insert-

ing ‘‘Service Act,’’; and
(B) by striking ‘‘September 1, 1992.’’ and in-

serting the following: ‘‘September 1, 1992, does
not include an application for a licensure of a
biological product for further manufacturing
use only, and does not include an application or
supplement submitted by a State or Federal Gov-
ernment entity for a drug that is not distributed
commercially. Such term does include an appli-
cation for licensure, as described in subpara-
graph (D), of a large volume biological product
intended for single dose injection for intra-
venous use or infusion.’’;

(2) in the second sentence of paragraph (3)—
(A) by striking ‘‘Service Act, and’’ and insert-

ing ‘‘Service Act,’’; and
(B) by striking ‘‘September 1, 1992.’’ and in-

serting the following: ‘‘September 1, 1992, does
not include a biological product that is licensed
for further manufacturing use only, and does
not include a drug that is not distributed com-
mercially and is the subject of an application or
supplement submitted by a State or Federal Gov-
ernment entity. Such term does include a large
volume biological product intended for single
dose injection for intravenous use or infusion.’’;

(3) in paragraph (4), by striking ‘‘without’’
and inserting ‘‘without substantial’’;

(4) by amending the first sentence of para-
graph (5) to read as follows:

‘‘(5) The term ‘prescription drug establish-
ment’ means a foreign or domestic place of busi-
ness which is at one general physical location
consisting of one or more buildings all of which
are within five miles of each other and at which
one or more prescription drug products are man-
ufactured in final dosage form.’’;

(5) in paragraph (7)(A)—
(A) by striking ‘‘employees under contract’’

and all that follows through ‘‘Administration,’’
the second time it occurs and inserting ‘‘con-
tractors of the Food and Drug Administration,’’;
and

(B) by striking ‘‘and committees,’’ and insert-
ing ‘‘and committees and to contracts with such
contractors,’’;

(6) in paragraph (8)—
(A) in subparagraph (A)—
(i) by striking ‘‘August of ’’ and inserting

‘‘April of ’’; and
(ii) by striking ‘‘August 1992’’ and inserting

‘‘April 1997’’; and
(B) in subparagraph (B)—
(i) by striking ‘‘section 254(d)’’ and inserting

‘‘section 254(c)’’;
(ii) by striking ‘‘1992’’ and inserting ‘‘1997’’;

and
(iii) by striking ‘‘102d Congress, 2d Session’’

and inserting ‘‘105th Congress, 1st Session’’; and
(7) by adding at the end the following:
‘‘(9) The term ‘affiliate’ means a business en-

tity that has a relationship with a second busi-
ness entity if, directly or indirectly—

‘‘(A) one business entity controls, or has the
power to control, the other business entity; or

‘‘(B) a third party controls, or has power to
control, both of the business entities.’’.
SEC. 103. AUTHORITY TO ASSESS AND USE DRUG

FEES.
(a) TYPES OF FEES.—Section 736(a) (21 U.S.C.

379h(a)) is amended—
(1) by striking ‘‘Beginning in fiscal year 1993’’

and inserting ‘‘Beginning in fiscal year 1998’’;
(2) in paragraph (1)—
(A) by striking subparagraph (B) and insert-

ing the following:
‘‘(B) PAYMENT.—The fee required by subpara-

graph (A) shall be due upon submission of the
application or supplement.’’;

(B) in subparagraph (D)—

(i) in the subparagraph heading, by striking
‘‘NOT ACCEPTED’’ and inserting ‘‘REFUSED’’;

(ii) by striking ‘‘50 percent’’ and inserting ‘‘75
percent’’;

(iii) by striking ‘‘subparagraph (B)(i)’’ and in-
serting ‘‘subparagraph (B)’’; and

(iv) by striking ‘‘not accepted’’ and inserting
‘‘refused’’; and

(C) by adding at the end the following:
‘‘(E) EXCEPTION FOR DESIGNATED ORPHAN

DRUG OR INDICATION.—A human drug applica-
tion for a prescription drug product that has
been designated as a drug for a rare disease or
condition pursuant to section 526 shall not be
subject to a fee under subparagraph (A), unless
the human drug application includes an indica-
tion for other than a rare disease or condition.
A supplement proposing to include a new indi-
cation for a rare disease or condition in a
human drug application shall not be subject to
a fee under subparagraph (A), if the drug has
been designated pursuant to section 526 as a
drug for a rare disease or condition with regard
to the indication proposed in such supplement.

‘‘(F) EXCEPTION FOR SUPPLEMENTS FOR PEDI-
ATRIC INDICATIONS.—A supplement to a human
drug application proposing to include a new in-
dication for use in pediatric populations shall
not be assessed a fee under subparagraph (A).

‘‘(G) REFUND OF FEE IF APPLICATION WITH-
DRAWN.—If an application or supplement is
withdrawn after the application or supplement
was filed, the Secretary may refund the fee or a
portion of the fee if no substantial work was
performed on the application or supplement
after the application or supplement was filed.
The Secretary shall have the sole discretion to
refund a fee or a portion of the fee under this
subparagraph. A determination by the Secretary
concerning a refund under this paragraph shall
not be reviewable.’’;

(3) by striking paragraph (2) and inserting the
following:

‘‘(2) PRESCRIPTION DRUG ESTABLISHMENT
FEE.—

‘‘(A) IN GENERAL.—Except as provided in sub-
paragraph (B), each person that—

‘‘(i) is named as the applicant in a human
drug application; and

‘‘(ii) after September 1, 1992, had pending be-
fore the Secretary a human drug application or
supplement,
shall be assessed an annual fee established in
subsection (b) for each prescription drug estab-
lishment listed in its approved human drug ap-
plication as an establishment that manufactures
the prescription drug product named in the ap-
plication. The annual establishment fee shall be
assessed in each fiscal year in which the pre-
scription drug product named in the application
is assessed a fee under paragraph (3) unless the
prescription drug establishment listed in the ap-
plication does not engage in the manufacture of
the prescription drug product during the fiscal
year. The establishment fee shall be payable on
or before January 31 of each year. Each such es-
tablishment shall be assessed only one fee per
establishment, notwithstanding the number of
prescription drug products manufactured at the
establishment. In the event an establishment is
listed in a human drug application by more
than one applicant, the establishment fee for
the fiscal year shall be divided equally and as-
sessed among the applicants whose prescription
drug products are manufactured by the estab-
lishment during the fiscal year and assessed
product fees under paragraph (3).

‘‘(B) EXCEPTION.—If, during the fiscal year,
an applicant initiates or causes to be initiated
the manufacture of a prescription drug product
at an establishment listed in its human drug ap-
plication—

‘‘(i) that did not manufacture the product in
the previous fiscal year; and

‘‘(ii) for which the full establishment fee has
been assessed in the fiscal year at a time before
manufacture of the prescription drug product
was begun;

the applicant will not be assessed a share of the
establishment fee for the fiscal year in which
the manufacture of the product began.’’; and

(4) in paragraph (3)—
(A) in subparagraph (A)—
(i) in clause (i), by striking ‘‘is listed’’ and in-

serting ‘‘has been submitted for listing’’; and
(ii) by striking ‘‘Such fee shall be payable’’

and all that follows through ‘‘section 510.’’ and
inserting the following: ‘‘Such fee shall be pay-
able for the fiscal year in which the product is
first submitted for listing under section 510, or is
submitted for relisting under section 510 if the
product has been withdrawn from listing and
relisted. After such fee is paid for that fiscal
year, such fee shall be payable on or before Jan-
uary 31 of each year. Such fee shall be paid
only once for each product for a fiscal year in
which the fee is payable.’’; and

(B) in subparagraph (B), by striking ‘‘505(j).’’
and inserting the following: ‘‘505(j), under an
abbreviated application filed under section 507
(as in effect on the day before the date of enact-
ment of the Food and Drug Administration
Modernization Act of 1997), or under an abbre-
viated new drug application pursuant to regula-
tions in effect prior to the implementation of the
Drug Price Competition and Patent Term Res-
toration Act of 1984.’’.

(b) FEE AMOUNTS.—Section 736(b) (21 U.S.C.
379h(b)) is amended to read as follows:

‘‘(b) FEE AMOUNTS.—Except as provided in
subsections (c), (d), (f), and (g), the fees re-
quired under subsection (a) shall be determined
and assessed as follows:

‘‘(1) APPLICATION AND SUPPLEMENT FEES.—
‘‘(A) FULL FEES.—The application fee under

subsection (a)(1)(A)(i) shall be $250,704 in fiscal
year 1998, $256,338 in each of fiscal years 1999
and 2000, $267,606 in fiscal year 2001, and
$258,451 in fiscal year 2002.

‘‘(B) OTHER FEES.—The fee under subsection
(a)(1)(A)(ii) shall be $125,352 in fiscal year 1998,
$128,169 in each of fiscal years 1999 and 2000,
$133,803 in fiscal year 2001, and $129,226 in fiscal
year 2002.

‘‘(2) TOTAL FEE REVENUES FOR ESTABLISHMENT
FEES.—The total fee revenues to be collected in
establishment fees under subsection (a)(2) shall
be $35,600,000 in fiscal year 1998, $36,400,000 in
each of fiscal years 1999 and 2000, $38,000,000 in
fiscal year 2001, and $36,700,000 in fiscal year
2002.

‘‘(3) TOTAL FEE REVENUES FOR PRODUCT
FEES.—The total fee revenues to be collected in
product fees under subsection (a)(3) in a fiscal
year shall be equal to the total fee revenues col-
lected in establishment fees under subsection
(a)(2) in that fiscal year.’’.

(c) INCREASES AND ADJUSTMENTS.—Section
736(c) (21 U.S.C. 379h(c)) is amended—

(1) in the subsection heading, by striking ‘‘IN-
CREASES AND’’;

(2) in paragraph (1)—
(A) by striking ‘‘(1) REVENUE’’ and all that

follows through ‘‘increased by the Secretary’’
and inserting the following: ‘‘(1) INFLATION AD-
JUSTMENT.—The fees and total fee revenues es-
tablished in subsection (b) shall be adjusted by
the Secretary’’;

(B) in subparagraph (A), by striking ‘‘in-
crease’’ and inserting ‘‘change’’;

(C) in subparagraph (B), by striking ‘‘in-
crease’’ and inserting ‘‘change’’; and

(D) by adding at the end the following flush
sentence:

‘‘The adjustment made each fiscal year by this
subsection will be added on a compounded basis
to the sum of all adjustments made each fiscal
year after fiscal year 1997 under this sub-
section.’’;

(3) in paragraph (2), by striking ‘‘October 1,
1992,’’ and all that follows through ‘‘such
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schedule.’’ and inserting the following: ‘‘Sep-
tember 30, 1997, adjust the establishment and
product fees described in subsection (b) for the
fiscal year in which the adjustment occurs so
that the revenues collected from each of the cat-
egories of fees described in paragraphs (2) and
(3) of subsection (b) shall be set to be equal to
the revenues collected from the category of ap-
plication and supplement fees described in para-
graph (1) of subsection (b).’’; and

(4) in paragraph (3), by striking ‘‘paragraph
(2)’’ and inserting ‘‘this subsection’’.

(d) FEE WAIVER OR REDUCTION.—Section
736(d) (21 U.S.C. 379h(d)) is amended—

(1) by redesignating paragraphs (1), (2), (3),
and (4) as subparagraphs (A), (B), (C), and (D),
respectively and indenting appropriately;

(2) by striking ‘‘The Secretary shall grant a’’
and all that follows through ‘‘finds that—’’ and
inserting the following:

‘‘(1) IN GENERAL.—The Secretary shall grant a
waiver from or a reduction of one or more fees
assessed under subsection (a) where the Sec-
retary finds that—’’;

(3) in subparagraph (C) (as so redesignated in
paragraph (1)), by striking ‘‘, or’’ and inserting
a comma;

(4) in subparagraph (D) (as so redesignated in
paragraph (1)), by striking the period and in-
serting ‘‘, or’’;

(5) by inserting after subparagraph (D) (as so
redesignated in paragraph (1)) the following:

‘‘(E) the applicant involved is a small business
submitting its first human drug application to
the Secretary for review.’’; and

(6) by striking ‘‘In making the finding in
paragraph (3),’’ and all that follows through
‘‘standard costs.’’ and inserting the following:

‘‘(2) USE OF STANDARD COSTS.—In making the
finding in paragraph (1)(C), the Secretary may
use standard costs.

‘‘(3) RULES RELATING TO SMALL BUSINESSES.—
‘‘(A) DEFINITION.—In paragraph (1)(E), the

term ‘small business’ means an entity that has
fewer than 500 employees, including employees
of affiliates.

‘‘(B) WAIVER OF APPLICATION FEE.—The Sec-
retary shall waive under paragraph (1)(E) the
application fee for the first human drug appli-
cation that a small business or its affiliate sub-
mits to the Secretary for review. After a small
business or its affiliate is granted such a waiver,
the small business or its affiliate shall pay—

‘‘(i) application fees for all subsequent human
drug applications submitted to the Secretary for
review in the same manner as an entity that
does not qualify as a small business; and

‘‘(ii) all supplement fees for all supplements to
human drug applications submitted to the Sec-
retary for review in the same manner as an en-
tity that does not qualify as a small business.’’.

(e) ASSESSMENT OF FEES.—Section 736(f)(1) (21
U.S.C. 379h(f)(1)) is amended—

(1) by striking ‘‘fiscal year 1993’’ and inserting
‘‘fiscal year 1997’’; and

(2) by striking ‘‘fiscal year 1992’’ and inserting
‘‘fiscal year 1997 (excluding the amount of fees
appropriated for such fiscal year)’’.

(f) CREDITING AND AVAILABILITY OF FEES.—
Section 736(g) (21 U.S.C. 379h(g)) is amended—

(1) in paragraph (1), by adding at the end the
following: ‘‘Such sums as may be necessary may
be transferred from the Food and Drug Adminis-
tration salaries and expenses appropriation ac-
count without fiscal year limitation to such ap-
propriation account for salaries and expenses
with such fiscal year limitation. The sums trans-
ferred shall be available solely for the process
for the review of human drug applications.’’;

(2) in paragraph (2)—
(A) in subparagraph (A), by striking ‘‘Acts’’

and inserting ‘‘Acts, or otherwise made avail-
able for obligation,’’; and

(B) in subparagraph (B), by striking ‘‘over
such costs for fiscal year 1992’’ and inserting
‘‘over such costs, excluding costs paid from fees
collected under this section, for fiscal year
1997’’; and

(3) by striking paragraph (3) and inserting the
following:

‘‘(3) AUTHORIZATION OF APPROPRIATIONS.—
There are authorized to be appropriated for fees
under this section—

‘‘(A) $106,800,000 for fiscal year 1998;
‘‘(B) $109,200,000 for fiscal year 1999;
‘‘(C) $109,200,000 for fiscal year 2000;
‘‘(D) $114,000,000 for fiscal year 2001; and
‘‘(E) $110,100,000 for fiscal year 2002,

as adjusted to reflect adjustments in the total
fee revenues made under this section and
changes in the total amounts collected by appli-
cation, supplement, establishment, and product
fees.

‘‘(4) OFFSET.—Any amount of fees collected
for a fiscal year under this section that exceeds
the amount of fees specified in appropriation
Acts for such fiscal year shall be credited to the
appropriation account of the Food and Drug
Administration as provided in paragraph (1),
and shall be subtracted from the amount of fees
that would otherwise be authorized to be col-
lected under this section pursuant to appropria-
tion Acts for a subsequent fiscal year.’’.

(g) REQUIREMENT FOR WRITTEN REQUESTS FOR
WAIVERS, REDUCTIONS, AND REFUNDS.—Section
736 (21 U.S.C. 379h) is amended—

(1) by redesignating subsection (i) as sub-
section (j); and

(2) by inserting after subsection (h) the follow-
ing:

‘‘(i) WRITTEN REQUESTS FOR WAIVERS, REDUC-
TIONS, AND REFUNDS.—To qualify for consider-
ation for a waiver or reduction under subsection
(d), or for a refund of any fee collected in ac-
cordance with subsection (a), a person shall
submit to the Secretary a written request for
such waiver, reduction, or refund not later than
180 days after such fee is due.’’.

(h) SPECIAL RULE FOR WAIVERS AND RE-
FUNDS.—Any requests for waivers or refunds for
fees assessed under section 736 of the Federal
Food, Drug, and Cosmetic Act (42 U.S.C. 379h)
prior to the date of enactment of this Act shall
be submitted in writing to the Secretary of
Health and Human Services within 1 year after
the date of enactment of this Act. Any requests
for waivers or refunds pertaining to a fee for a
human drug application or supplement accepted
for filing prior to October 1, 1997 or to a product
or establishment fee required by such Act for a
fiscal year prior to fiscal year 1998, shall be
evaluated according to the terms of the Prescrip-
tion Drug User Fee Act of 1992 (as in effect on
September 30, 1997) and part 2 of subchapter C
of chapter VII of the Federal Food, Drug, and
Cosmetic Act (as in effect on September 30,
1997). The term ‘‘person’’ in such Acts shall con-
tinue to include an affiliate thereof.
SEC. 104. ANNUAL REPORTS.

(a) PERFORMANCE REPORT.—Beginning with
fiscal year 1998, not later than 60 days after the
end of each fiscal year during which fees are
collected under part 2 of subchapter C of chap-
ter VII of the Federal Food, Drug, and Cosmetic
Act (21 U.S.C. 379g et seq.), the Secretary of
Health and Human Services shall prepare and
submit to the Committee on Commerce of the
House of Representatives and the Committee on
Labor and Human Resources of the Senate a re-
port concerning the progress of the Food and
Drug Administration in achieving the goals
identified in the letters described in section
101(4) during such fiscal year and the future
plans of the Food and Drug Administration for
meeting the goals.

(b) FISCAL REPORT.—Beginning with fiscal
year 1998, not later than 120 days after the end
of each fiscal year during which fees are col-
lected under the part described in subsection
(a), the Secretary of Health and Human Services
shall prepare and submit to the Committee on
Commerce of the House of Representatives and
the Committee on Labor and Human Resources
of the Senate a report on the implementation of
the authority for such fees during such fiscal

year and the use, by the Food and Drug Admin-
istration, of the fees collected during such fiscal
year for which the report is made.
SEC. 105. SAVINGS.

Notwithstanding section 105 of the Prescrip-
tion Drug User Fee Act of 1992, the Secretary
shall retain the authority to assess and collect
any fee required by part 2 of subchapter C of
chapter VII of the Federal Food, Drug, and Cos-
metic Act for a human drug application or sup-
plement accepted for filing prior to October 1,
1997, and to assess and collect any product or
establishment fee required by such Act for a fis-
cal year prior to fiscal year 1998.
SEC. 106. EFFECTIVE DATE.

The amendments made by this subtitle shall
take effect October 1, 1997.
SEC. 107. TERMINATION OF EFFECTIVENESS.

The amendments made by sections 102 and 103
cease to be effective October 1, 2002, and section
104 ceases to be effective 120 days after such
date.

Subtitle B—Other Improvements
SEC. 111. PEDIATRIC STUDIES OF DRUGS.

Chapter V (21 U.S.C. 351 et seq.) is amended
by inserting after section 505 the following:
‘‘SEC. 505A. PEDIATRIC STUDIES OF DRUGS.

‘‘(a) MARKET EXCLUSIVITY FOR NEW DRUGS.—
If, prior to approval of an application that is
submitted under section 505(b)(1), the Secretary
determines that information relating to the use
of a new drug in the pediatric population may
produce health benefits in that population, the
Secretary makes a written request for pediatric
studies (which shall include a timeframe for
completing such studies), and such studies are
completed within any such timeframe and the
reports thereof submitted in accordance with
subsection (d)(2) or accepted in accordance with
subsection (d)(3)—

‘‘(1)(A)(i) the period referred to in subsection
(c)(3)(D)(ii) of section 505, and in subsection
(j)(4)(D)(ii) of such section, is deemed to be five
years and six months rather than five years,
and the references in subsections (c)(3)(D)(ii)
and (j)(4)(D)(ii) of such section to four years, to
forty-eight months, and to seven and one-half
years are deemed to be four and one-half years,
fifty-four months, and eight years, respectively;
or

‘‘(ii) the period referred to in clauses (iii) and
(iv) of subsection (c)(3)(D) of such section, and
in clauses (iii) and (iv) of subsection (j)(4)(D) of
such section, is deemed to be three years and six
months rather than three years; and

‘‘(B) if the drug is designated under section
526 for a rare disease or condition, the period re-
ferred to in section 527(a) is deemed to be seven
years and six months rather than seven years;
and

‘‘(2)(A) if the drug is the subject of—
‘‘(i) a listed patent for which a certification

has been submitted under subsection
(b)(2)(A)(ii) or (j)(2)(A)(vii)(II) of section 505
and for which pediatric studies were submitted
prior to the expiration of the patent (including
any patent extensions); or

‘‘(ii) a listed patent for which a certification
has been submitted under subsections
(b)(2)(A)(iii) or (j)(2)(A)(vii)(III) of section 505,
the period during which an application may not
be approved under section 505(c)(3) or section
505(j)(4)(B) shall be extended by a period of six
months after the date the patent expires (includ-
ing any patent extensions); or

‘‘(B) if the drug is the subject of a listed pat-
ent for which a certification has
been submitted under subsection (b)(2)(A)(iv)
or (j)(2)(A)(vii)(IV) of section 505, and in the
patent infringement litigation resulting from the
certification the court determines that the pat-
ent is valid and would be infringed, the period
during which an application may not be ap-
proved under section 505(c)(3) or section
505(j)(4)(B) shall be extended by a period of six
months after the date the patent expires (includ-
ing any patent extensions).
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‘‘(b) SECRETARY TO DEVELOP LIST OF DRUGS

FOR WHICH ADDITIONAL PEDIATRIC INFORMA-
TION MAY BE BENEFICIAL.—Not later than 180
days after the date of enactment of the Food
and Drug Administration Modernization Act of
1997, the Secretary, after consultation with ex-
perts in pediatric research shall develop,
prioritize, and publish an initial list of approved
drugs for which additional pediatric informa-
tion may produce health benefits in the pedi-
atric population. The Secretary shall annually
update the list.

‘‘(c) MARKET EXCLUSIVITY FOR ALREADY-
MARKETED DRUGS.—If the Secretary makes a
written request to the holder of an approved ap-
plication under section 505(b)(1) for pediatric
studies (which shall include a timeframe for
completing such studies) concerning a drug
identified in the list described in subsection (b),
the holder agrees to the request, the studies are
completed within any such timeframe, and the
reports thereof are submitted in accordance with
subsection (d)(2) or accepted in accordance with
subsection (d)(3)—

‘‘(1)(A)(i) the period referred to in subsection
(c)(3)(D)(ii) of section 505, and in subsection
(j)(4)(D)(ii) of such section, is deemed to be five
years and six months rather than five years,
and the references in subsections (c)(3)(D)(ii)
and (j)(4)(D)(ii) of such section to four years, to
forty-eight months, and to seven and one-half
years are deemed to be four and one-half years,
fifty-four months, and eight years, respectively;
or

‘‘(ii) the period referred to in clauses (iii) and
(iv) of subsection (c)(3)(D) of such section, and
in clauses (iii) and (iv) of subsection (j)(4)(D) of
such section, is deemed to be three years and six
months rather than three years; and

‘‘(B) if the drug is designated under section
526 for a rare disease or condition, the period re-
ferred to in section 527(a) is deemed to be seven
years and six months rather than seven years;
and

‘‘(2)(A) if the drug is the subject of—
‘‘(i) a listed patent for which a certification

has been submitted under subsection
(b)(2)(A)(ii) or (j)(2)(A)(vii)(II) of section 505
and for which pediatric studies were submitted
prior to the expiration of the patent (including
any patent extensions); or

‘‘(ii) a listed patent for which a certification
has been submitted under subsection
(b)(2)(A)(iii) or (j)(2)(A)(vii)(III) of section 505,
the period during which an application may not
be approved under section 505(c)(3) or section
505(j)(4)(B) shall be extended by a period of six
months after the date the patent expires (includ-
ing any patent extensions); or

‘‘(B) if the drug is the subject of a listed pat-
ent for which a certification has been submitted
under subsection (b)(2)(A)(iv) or
(j)(2)(A)(vii)(IV) of section 505, and in the pat-
ent infringement litigation resulting from the
certification the court determines that the pat-
ent is valid and would be infringed, the period
during which an application may not be ap-
proved under section 505(c)(3) or section
505(j)(4)(B) shall be extended by a period of six
months after the date the patent expires (includ-
ing any patent extensions).

‘‘(d) CONDUCT OF PEDIATRIC STUDIES.—
‘‘(1) AGREEMENT FOR STUDIES.—The Secretary

may, pursuant to a written request from the
Secretary under subsection (a) or (c), after con-
sultation with—

‘‘(A) the sponsor of an application for an in-
vestigational new drug under section 505(i);

‘‘(B) the sponsor of an application for a new
drug under section 505(b)(1); or

‘‘(C) the holder of an approved application for
a drug under section 505(b)(1),
agree with the sponsor or holder for the conduct
of pediatric studies for such drug. Such agree-
ment shall be in writing and shall include a
timeframe for such studies.

‘‘(2) WRITTEN PROTOCOLS TO MEET THE STUD-
IES REQUIREMENT.—If the sponsor or holder and

the Secretary agree upon written protocols for
the studies, the studies requirement of sub-
section (a) or (c) is satisfied upon the completion
of the studies and submission of the reports
thereof in accordance with the original written
request and the written agreement referred to in
paragraph (1). Not later than 60 days after the
submission of the report of the studies, the Sec-
retary shall determine if such studies were or
were not conducted in accordance with the
original written request and the written agree-
ment and reported in accordance with the re-
quirements of the Secretary for filing and so no-
tify the sponsor or holder.

‘‘(3) OTHER METHODS TO MEET THE STUDIES
REQUIREMENT.—If the sponsor or holder and the
Secretary have not agreed in writing on the pro-
tocols for the studies, the studies requirement of
subsection (a) or (c) is satisfied when such stud-
ies have been completed and the reports accept-
ed by the Secretary. Not later than 90 days after
the submission of the reports of the studies, the
Secretary shall accept or reject such reports and
so notify the sponsor or holder. The Secretary’s
only responsibility in accepting or rejecting the
reports shall be to determine, within the 90 days,
whether the studies fairly respond to the written
request, have been conducted in accordance
with commonly accepted scientific principles
and protocols, and have been reported in ac-
cordance with the requirements of the Secretary
for filing.

‘‘(e) DELAY OF EFFECTIVE DATE FOR CERTAIN
APPLICATION.—If the Secretary determines that
the acceptance or approval of an application
under section 505(b)(2) or 505(j) for a new drug
may occur after submission of reports of pedi-
atric studies under this section, which were sub-
mitted prior to the expiration of the patent (in-
cluding any patent extension) or the applicable
period under clauses (ii) through (iv) of section
505(c)(3)(D) or clauses (ii) through (iv) of section
505(j)(4)(D), but before the Secretary has deter-
mined whether the requirements of subsection
(d) have been satisfied, the Secretary shall delay
the acceptance or approval under section
505(b)(2) or 505(j) until the determination under
subsection (d) is made, but any such delay shall
not exceed 90 days. In the event that require-
ments of this section are satisfied, the applicable
six-month period under subsection (a) or (c)
shall be deemed to have been running during
the period of delay.

‘‘(f) NOTICE OF DETERMINATIONS ON STUDIES
REQUIREMENT.—The Secretary shall publish a
notice of any determination that the require-
ments of subsection (d) have been met and that
submissions and approvals under subsection
(b)(2) or (j) of section 505 for a drug will be sub-
ject to the provisions of this section.

‘‘(g) DEFINITIONS.—As used in this section, the
term ‘pediatric studies’ or ‘studies’ means at
least one clinical investigation (that, at the Sec-
retary’s discretion, may include
pharmacokinetic studies) in pediatric age groups
in which a drug is anticipated to be used.

‘‘(h) LIMITATIONS.—A drug to which the six-
month period under subsection (a) or (b) has al-
ready been applied—

‘‘(1) may receive an additional six-month pe-
riod under subsection (c)(1)(A)(ii) for a supple-
mental application if all other requirements
under this section are satisfied, except that such
a drug may not receive any additional such pe-
riod under subsection (c)(2); and

‘‘(2) may not receive any additional such pe-
riod under subsection (c)(1)(B).

‘‘(i) RELATIONSHIP TO REGULATIONS.—Not-
withstanding any other provision of law, if any
pediatric study is required pursuant to regula-
tions promulgated by the Secretary and such
study meets the completeness, timeliness, and
other requirements of this section, such study
shall be deemed to satisfy the requirement for
market exclusivity pursuant to this section.

‘‘(j) SUNSET.—A drug may not receive any six-
month period under subsection (a) or (c) unless
the application for the drug under section

505(b)(1) is submitted on or before January 1,
2002. After January 1, 2002, a drug shall receive
a six-month period under subsection (c) if—

‘‘(1) the drug was in commercial distribution
as of the date of enactment of the Food and
Drug Administration Modernization Act of 1997;

‘‘(2) the drug was included by the Secretary
on the list under subsection (b) as of January 1,
2002;

‘‘(3) the Secretary determines that there is a
continuing need for information relating to the
use of the drug in the pediatric population and
that the drug may provide health benefits in
that population; and

‘‘(4) all requirements of this section are met.
‘‘(k) REPORT.—The Secretary shall conduct a

study and report to Congress not later than Jan-
uary 1, 2001, based on the experience under the
program established under this section. The
study and report shall examine all relevant is-
sues, including—

‘‘(1) the effectiveness of the program in im-
proving information about important pediatric
uses for approved drugs;

‘‘(2) the adequacy of the incentive provided
under this section;

‘‘(3) the economic impact of the program on
taxpayers and consumers, including the impact
of the lack of lower cost generic drugs on pa-
tients, including on lower income patients; and

‘‘(4) any suggestions for modification that the
Secretary determines to be appropriate.’’.
SEC. 112. EXPEDITING STUDY AND APPROVAL OF

FAST TRACK DRUGS.
(a) IN GENERAL.—Chapter V (21 U.S.C. 351 et

seq.), as amended by section 125, is amended by
inserting before section 508 the following:
‘‘SEC. 506. FAST TRACK PRODUCTS.

‘‘(a) DESIGNATION OF DRUG AS A FAST TRACK
PRODUCT.—

‘‘(1) IN GENERAL.—The Secretary shall, at the
request of the sponsor of a new drug, facilitate
the development and expedite the review of such
drug if it is intended for the treatment of a seri-
ous or life-threatening condition and it dem-
onstrates the potential to address unmet medical
needs for such a condition. (In this section, such
a drug is referred to as a ‘fast track product’.)

‘‘(2) REQUEST FOR DESIGNATION.—The sponsor
of a new drug may request the Secretary to des-
ignate the drug as a fast track product. A re-
quest for the designation may be made concur-
rently with, or at any time after, submission of
an application for the investigation of the drug
under section 505(i) or section 351(a)(3) of the
Public Health Service Act.

‘‘(3) DESIGNATION.—Within 60 calendar days
after the receipt of a request under paragraph
(2), the Secretary shall determine whether the
drug that is the subject of the request meets the
criteria described in paragraph (1). If the Sec-
retary finds that the drug meets the criteria, the
Secretary shall designate the drug as a fast
track product and shall take such actions as are
appropriate to expedite the development and re-
view of the application for approval of such
product.

‘‘(b) APPROVAL OF APPLICATION FOR A FAST
TRACK PRODUCT.—

‘‘(1) IN GENERAL.—The Secretary may approve
an application for approval of a fast track prod-
uct under section 505(c) or section 351 of the
Public Health Service Act upon a determination
that the product has an effect on a clinical
endpoint or on a surrogate endpoint that is rea-
sonably likely to predict clinical benefit.

‘‘(2) LIMITATION.—Approval of a fast track
product under this subsection may be subject to
the requirements—

‘‘(A) that the sponsor conduct appropriate
post-approval studies to validate the surrogate
endpoint or otherwise confirm the effect on the
clinical endpoint; and

‘‘(B) that the sponsor submit copies of all pro-
motional materials related to the fast track
product during the preapproval review period
and, following approval and for such period
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thereafter as the Secretary determines to be ap-
propriate, at least 30 days prior to dissemination
of the materials.

‘‘(3) EXPEDITED WITHDRAWAL OF APPROVAL.—
The Secretary may withdraw approval of a fast
track product using expedited procedures (as
prescribed by the Secretary in regulations which
shall include an opportunity for an informal
hearing) if—

‘‘(A) the sponsor fails to conduct any required
post-approval study of the fast track drug with
due diligence;

‘‘(B) a post-approval study of the fast track
product fails to verify clinical benefit of the
product;

‘‘(C) other evidence demonstrates that the fast
track product is not safe or effective under the
conditions of use; or

‘‘(D) the sponsor disseminates false or mis-
leading promotional materials with respect to
the product.

‘‘(c) REVIEW OF INCOMPLETE APPLICATIONS
FOR APPROVAL OF A FAST TRACK PRODUCT.—

‘‘(1) IN GENERAL.—If the Secretary determines,
after preliminary evaluation of clinical data
submitted by the sponsor, that a fast track prod-
uct may be effective, the Secretary shall evalu-
ate for filing, and may commence review of por-
tions of, an application for the approval of the
product before the sponsor submits a complete
application. The Secretary shall commence such
review only if the applicant—

‘‘(A) provides a schedule for submission of in-
formation necessary to make the application
complete; and

‘‘(B) pays any fee that may be required under
section 736.

‘‘(2) EXCEPTION.—Any time period for review
of human drug applications that has been
agreed to by the Secretary and that has been set
forth in goals identified in letters of the Sec-
retary (relating to the use of fees collected under
section 736 to expedite the drug development
process and the review of human drug applica-
tions) shall not apply to an application submit-
ted under paragraph (1) until the date on which
the application is complete.

‘‘(d) AWARENESS EFFORTS.—The Secretary
shall—

‘‘(1) develop and disseminate to physicians,
patient organizations, pharmaceutical and bio-
technology companies, and other appropriate
persons a description of the provisions of this
section applicable to fast track products; and

‘‘(2) establish a program to encourage the de-
velopment of surrogate endpoints that are rea-
sonably likely to predict clinical benefit for seri-
ous or life-threatening conditions for which
there exist significant unmet medical needs.’’.

(b) GUIDANCE.—Within 1 year after the date of
enactment of this Act, the Secretary of Health
and Human Services shall issue guidance for
fast track products (as defined in section
506(a)(1) of the Federal Food, Drug, and Cos-
metic Act) that describes the policies and proce-
dures that pertain to section 506 of such Act.
SEC. 113. INFORMATION PROGRAM ON CLINICAL

TRIALS FOR SERIOUS OR LIFE-
THREATENING DISEASES.

(a) IN GENERAL.—Section 402 of the Public
Health Service Act (42 U.S.C. 282) is amended—

(1) by redesignating subsections (j) and (k) as
subsections (k) and (l), respectively; and

(2) by inserting after subsection (i) the follow-
ing:

‘‘(j)(1)(A) The Secretary, acting through the
Director of NIH, shall establish, maintain, and
operate a data bank of information on clinical
trials for drugs for serious or life-threatening
diseases and conditions (in this subsection re-
ferred to as the ‘data bank’). The activities of
the data bank shall be integrated and coordi-
nated with related activities of other agencies of
the Department of Health and Human Services,
and to the extent practicable, coordinated with
other data banks containing similar informa-
tion.

‘‘(B) The Secretary shall establish the data
bank after consultation with the Commissioner

of Food and Drugs, the directors of the appro-
priate agencies of the National Institutes of
Health (including the National Library of Medi-
cine), and the Director of the Centers for Dis-
ease Control and Prevention.

‘‘(2) In carrying out paragraph (1), the Sec-
retary shall collect, catalog, store, and dissemi-
nate the information described in such para-
graph. The Secretary shall disseminate such in-
formation through information systems, which
shall include toll-free telephone communica-
tions, available to individuals with serious or
life-threatening diseases and conditions, to
other members of the public, to health care pro-
viders, and to researchers.

‘‘(3) The data bank shall include the follow-
ing:

‘‘(A) A registry of clinical trials (whether fed-
erally or privately funded) of experimental
treatments for serious or life-threatening dis-
eases and conditions under regulations promul-
gated pursuant to section 505(i) of the Federal
Food, Drug, and Cosmetic Act, which provides a
description of the purpose of each experimental
drug, either with the consent of the protocol
sponsor, or when a trial to test effectiveness be-
gins. Information provided shall consist of eligi-
bility criteria for participation in the clinical
trials, a description of the location of trial sites,
and a point of contact for those wanting to en-
roll in the trial, and shall be in a form that can
be readily understood by members of the public.
Such information shall be forwarded to the data
bank by the sponsor of the trial not later than
21 days after the approval of the protocol.

‘‘(B) Information pertaining to experimental
treatments for serious or life-threatening dis-
eases and conditions that may be available—

‘‘(i) under a treatment investigational new
drug application that has been submitted to the
Secretary under section 561(c) of the Federal
Food, Drug, and Cosmetic Act; or

‘‘(ii) as a Group C cancer drug (as defined by
the National Cancer Institute).
The data bank may also include information
pertaining to the results of clinical trials of such
treatments, with the consent of the sponsor, in-
cluding information concerning potential
toxicities or adverse effects associated with the
use or administration of such experimental
treatments.

‘‘(4) The data bank shall not include informa-
tion relating to an investigation if the sponsor
has provided a detailed certification to the Sec-
retary that disclosure of such information would
substantially interfere with the timely enroll-
ment of subjects in the investigation, unless the
Secretary, after the receipt of the certification,
provides the sponsor with a detailed written de-
termination that such disclosure would not sub-
stantially interfere with such enrollment.

‘‘(5) For the purpose of carrying out this sub-
section, there are authorized to be appropriated
such sums as may be necessary. Fees collected
under section 736 of the Federal Food, Drug,
and Cosmetic Act shall not be used in carrying
out this subsection.’’.

(b) COLLABORATION AND REPORT.—
(1) IN GENERAL.—The Secretary of Health and

Human Services, the Director of the National
Institutes of Health, and the Commissioner of
Food and Drugs shall collaborate to determine
the feasibility of including device investigations
within the scope of the data bank under section
402(j) of the Public Health Service Act.

(2) REPORT.—Not later than two years after
the date of enactment of this section, the Sec-
retary of Health and Human Services shall pre-
pare and submit to the Committee on Labor and
Human Resources of the Senate and the Com-
mittee on Commerce of the House of Representa-
tives a report—

(A) of the public health need, if any, for in-
clusion of device investigations within the scope
of the data bank under section 402(j) of the Pub-
lic Health Service Act;

(B) on the adverse impact, if any, on device
innovation and research in the United States if

information relating to such device investiga-
tions is required to be publicly disclosed; and

(C) on such other issues relating to such sec-
tion 402(j) as the Secretary determines to be ap-
propriate.
SEC. 114. HEALTH CARE ECONOMIC INFORMA-

TION.

(a) IN GENERAL.—Section 502(a) (21 U.S.C.
352(a)) is amended by adding at the end the fol-
lowing: ‘‘Health care economic information pro-
vided to a formulary committee, or other similar
entity, in the course of the committee or the en-
tity carrying out its responsibilities for the selec-
tion of drugs for managed care or other similar
organizations, shall not be considered to be false
or misleading under this paragraph if the health
care economic information directly relates to an
indication approved under section 505 or under
section 351(a) of the Public Health Service Act
for such drug and is based on competent and re-
liable scientific evidence. The requirements set
forth in section 505(a) or in section 351(a) of the
Public Health Service Act shall not apply to
health care economic information provided to
such a committee or entity in accordance with
this paragraph. Information that is relevant to
the substantiation of the health care economic
information presented pursuant to this para-
graph shall be made available to the Secretary
upon request. In this paragraph, the term
‘health care economic information’ means any
analysis that identifies, measures, or compares
the economic consequences, including the costs
of the represented health outcomes, of the use of
a drug to the use of another drug, to another
health care intervention, or to no interven-
tion.’’.

(b) STUDY AND REPORT.—The Comptroller
General of the United States shall conduct a
study of the implementation of the provisions
added by the amendment made by subsection
(a). Not later than 4 years and 6 months after
the date of enactment of this Act, the Comptrol-
ler General of the United States shall prepare
and submit to Congress a report containing the
findings of the study.
SEC. 115. CLINICAL INVESTIGATIONS.

(a) CLARIFICATION OF THE NUMBER OF RE-
QUIRED CLINICAL INVESTIGATIONS FOR AP-
PROVAL.—Section 505(d) (21 U.S.C. 355(d)) is
amended by adding at the end the following: ‘‘If
the Secretary determines, based on relevant
science, that data from one adequate and well-
controlled clinical investigation and confirm-
atory evidence (obtained prior to or after such
investigation) are sufficient to establish effec-
tiveness, the Secretary may consider such data
and evidence to constitute substantial evidence
for purposes of the preceding sentence.’’.

(b) WOMEN AND MINORITIES.—Section 505(b)(1)
(21 U.S.C. 355(b)(1)) is amended by adding at
the end the following: ‘‘The Secretary shall, in
consultation with the Director of the National
Institutes of Health and with representatives of
the drug manufacturing industry, review and
develop guidance, as appropriate, on the inclu-
sion of women and minorities in clinical trials
required by clause (A).’’.
SEC. 116. MANUFACTURING CHANGES FOR

DRUGS.
(a) IN GENERAL.—Chapter V, as amended by

section 112, is amended by inserting after section
506 the following section:
‘‘SEC. 506A. MANUFACTURING CHANGES.

‘‘(a) IN GENERAL.—With respect to a drug for
which there is in effect an approved application
under section 505 or 512 or a license under sec-
tion 351 of the Public Health Service Act, a
change from the manufacturing process ap-
proved pursuant to such application or license
may be made, and the drug as made with the
change may be distributed, if—

‘‘(1) the holder of the approved application or
license (referred to in this section as a ‘holder’)
has validated the effects of the change in ac-
cordance with subsection (b); and
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‘‘(2)(A) in the case of a major manufacturing

change, the holder has complied with the re-
quirements of subsection (c); or

‘‘(B) in the case of a change that is not a
major manufacturing change, the holder com-
plies with the applicable requirements of sub-
section (d).

‘‘(b) VALIDATION OF EFFECTS OF CHANGES.—
For purposes of subsection (a)(1), a drug made
with a manufacturing change (whether a major
manufacturing change or otherwise) may be dis-
tributed only if, before distribution of the drug
as so made, the holder involved validates the ef-
fects of the change on the identity, strength,
quality, purity, and potency of the drug as the
identity, strength, quality, purity, and potency
may relate to the safety or effectiveness of the
drug.

‘‘(c) MAJOR MANUFACTURING CHANGES.—
‘‘(1) REQUIREMENT OF SUPPLEMENTAL APPLI-

CATION.—For purposes of subsection (a)(2)(A), a
drug made with a major manufacturing change
may be distributed only if, before the distribu-
tion of the drug as so made, the holder involved
submits to the Secretary a supplemental applica-
tion for such change and the Secretary approves
the application. The application shall contain
such information as the Secretary determines to
be appropriate, and shall include the informa-
tion developed under subsection (b) by the hold-
er in validating the effects of the change.

‘‘(2) CHANGES QUALIFYING AS MAJOR
CHANGES.—For purposes of subsection (a)(2)(A),
a major manufacturing change is a manufactur-
ing change that is determined by the Secretary
to have substantial potential to adversely affect
the identity, strength, quality, purity, or po-
tency of the drug as they may relate to the safe-
ty or effectiveness of a drug. Such a change in-
cludes a change that—

‘‘(A) is made in the qualitative or quantitative
formulation of the drug involved or in the speci-
fications in the approved application or license
referred to in subsection (a) for the drug (unless
exempted by the Secretary by regulation or
guidance from the requirements of this sub-
section);

‘‘(B) is determined by the Secretary by regula-
tion or guidance to require completion of an ap-
propriate clinical study demonstrating equiva-
lence of the drug to the drug as manufactured
without the change; or

‘‘(C) is another type of change determined by
the Secretary by regulation or guidance to have
a substantial potential to adversely affect the
safety or effectiveness of the drug.

‘‘(d) OTHER MANUFACTURING CHANGES.—
‘‘(1) IN GENERAL.—For purposes of subsection

(a)(2)(B), the Secretary may regulate drugs
made with manufacturing changes that are not
major manufacturing changes as follows:

‘‘(A) The Secretary may in accordance with
paragraph (2) authorize holders to distribute
such drugs without submitting a supplemental
application for such changes.

‘‘(B) The Secretary may in accordance with
paragraph (3) require that, prior to the distribu-
tion of such drugs, holders submit to the Sec-
retary supplemental applications for such
changes.

‘‘(C) The Secretary may establish categories of
such changes and designate categories to which
subparagraph (A) applies and categories to
which subparagraph (B) applies.

‘‘(2) CHANGES NOT REQUIRING SUPPLEMENTAL
APPLICATION.—

‘‘(A) SUBMISSION OF REPORT.—A holder mak-
ing a manufacturing change to which para-
graph (1)(A) applies shall submit to the Sec-
retary a report on the change, which shall con-
tain such information as the Secretary deter-
mines to be appropriate, and which shall in-
clude the information developed under sub-
section (b) by the holder in validating the effects
of the change. The report shall be submitted by
such date as the Secretary may specify.

‘‘(B) AUTHORITY REGARDING ANNUAL RE-
PORTS.—In the case of a holder that during a

single year makes more than one manufacturing
change to which paragraph (1)(A) applies, the
Secretary may in carrying out subparagraph (A)
authorize the holder to comply with such sub-
paragraph by submitting a single report for the
year that provides the information required in
such subparagraph for all the changes made by
the holder during the year.

‘‘(3) CHANGES REQUIRING SUPPLEMENTAL AP-
PLICATION.—

‘‘(A) SUBMISSION OF SUPPLEMENTAL APPLICA-
TION.—The supplemental application required
under paragraph (1)(B) for a manufacturing
change shall contain such information as the
Secretary determines to be appropriate, which
shall include the information developed under
subsection (b) by the holder in validating the ef-
fects of the change.

‘‘(B) AUTHORITY FOR DISTRIBUTION.—In the
case of a manufacturing change to which para-
graph (1)(B) applies:

‘‘(i) The holder involved may commence dis-
tribution of the drug involved 30 days after the
Secretary receives the supplemental application
under such paragraph, unless the Secretary no-
tifies the holder within such 30-day period that
prior approval of the application is required be-
fore distribution may be commenced.

‘‘(ii) The Secretary may designate a category
of such changes for the purpose of providing
that, in the case of a change that is in such cat-
egory, the holder involved may commence dis-
tribution of the drug involved upon the receipt
by the Secretary of a supplemental application
for the change.

‘‘(iii) If the Secretary disapproves the supple-
mental application, the Secretary may order the
manufacturer to cease the distribution of the
drugs that have been made with the manufac-
turing change.’’.

(b) TRANSITION RULE.—The amendment made
by subsection (a) takes effect upon the effective
date of regulations promulgated by the Sec-
retary of Health and Human Services to imple-
ment such amendment, or upon the expiration
of the 24-month period beginning on the date of
the enactment of this Act, whichever occurs
first.
SEC. 117. STREAMLINING CLINICAL RESEARCH

ON DRUGS.
Section 505(i) (21 U.S.C. 355(i)) is amended—
(1) by redesignating paragraphs (1) through

(3) as subparagraphs (A) through (C), respec-
tively;

(2) by inserting ‘‘(1)’’ after ‘‘(i)’’;
(3) by striking the last two sentences; and
(4) by inserting after paragraph (1) (as des-

ignated by paragraph (2) of this section) the fol-
lowing new paragraphs:

‘‘(2) Subject to paragraph (3), a clinical inves-
tigation of a new drug may begin 30 days after
the Secretary has received from the manufac-
turer or sponsor of the investigation a submis-
sion containing such information about the
drug and the clinical investigation, including—

‘‘(A) information on design of the investiga-
tion and adequate reports of basic information,
certified by the applicant to be accurate reports,
necessary to assess the safety of the drug for use
in clinical investigation; and

‘‘(B) adequate information on the chemistry
and manufacturing of the drug, controls avail-
able for the drug, and primary data tabulations
from animal or human studies.

‘‘(3)(A) At any time, the Secretary may pro-
hibit the sponsor of an investigation from con-
ducting the investigation (referred to in this
paragraph as a ‘clinical hold’) if the Secretary
makes a determination described in subpara-
graph (B). The Secretary shall specify the basis
for the clinical hold, including the specific in-
formation available to the Secretary which
served as the basis for such clinical hold, and
confirm such determination in writing.

‘‘(B) For purposes of subparagraph (A), a de-
termination described in this subparagraph with
respect to a clinical hold is that—

‘‘(i) the drug involved represents an unreason-
able risk to the safety of the persons who are

the subjects of the clinical investigation, taking
into account the qualifications of the clinical
investigators, information about the drug, the
design of the clinical investigation, the condi-
tion for which the drug is to be investigated,
and the health status of the subjects involved;
or

‘‘(ii) the clinical hold should be issued for
such other reasons as the Secretary may by reg-
ulation establish (including reasons established
by regulation before the date of the enactment
of the Food and Drug Administration Mod-
ernization Act of 1997).

‘‘(C) Any written request to the Secretary
from the sponsor of an investigation that a clin-
ical hold be removed shall receive a decision, in
writing and specifying the reasons therefor,
within 30 days after receipt of such request. Any
such request shall include sufficient information
to support the removal of such clinical hold.

‘‘(4) Regulations under paragraph (1) shall
provide that such exemption shall be condi-
tioned upon the manufacturer, or the sponsor of
the investigation, requiring that experts using
such drugs for investigational purposes certify
to such manufacturer or sponsor that they will
inform any human beings to whom such drugs,
or any controls used in connection therewith,
are being administered, or their representatives,
that such drugs are being used for investiga-
tional purposes and will obtain the consent of
such human beings or their representatives, ex-
cept where it is not feasible or it is contrary to
the best interests of such human beings. Nothing
in this subsection shall be construed to require
any clinical investigator to submit directly to
the Secretary reports on the investigational use
of drugs.’’.
SEC. 118. DATA REQUIREMENTS FOR DRUGS AND

BIOLOGICS.
Within 12 months after the date of enactment

of this Act, the Secretary of Health and Human
Services, acting through the Commissioner of
Food and Drugs, shall issue guidance that de-
scribes when abbreviated study reports may be
submitted, in lieu of full reports, with a new
drug application under section 505(b) of the
Federal Food, Drug, and Cosmetic Act (21
U.S.C. 355(b)) and with a biologics license appli-
cation under section 351 of the Public Health
Service Act (42 U.S.C. 262) for certain types of
studies. Such guidance shall describe the kinds
of studies for which abbreviated reports are ap-
propriate and the appropriate abbreviated re-
port formats.
SEC. 119. CONTENT AND REVIEW OF APPLICA-

TIONS.
(a) SECTION 505(b).—Section 505(b) (21 U.S.C.

355(b)) is amended by adding at the end the fol-
lowing:

‘‘(4)(A) The Secretary shall issue guidance for
the individuals who review applications submit-
ted under paragraph (1) or under section 351 of
the Public Health Service Act, which shall relate
to promptness in conducting the review, tech-
nical excellence, lack of bias and conflict of in-
terest, and knowledge of regulatory and sci-
entific standards, and which shall apply equally
to all individuals who review such applications.

‘‘(B) The Secretary shall meet with a sponsor
of an investigation or an applicant for approval
for a drug under this subsection or section 351
of the Public Health Service Act if the sponsor
or applicant makes a reasonable written request
for a meeting for the purpose of reaching agree-
ment on the design and size of clinical trials in-
tended to form the primary basis of an effective-
ness claim. The sponsor or applicant shall pro-
vide information necessary for discussion and
agreement on the design and size of the clinical
trials. Minutes of any such meeting shall be pre-
pared by the Secretary and made available to
the sponsor or applicant upon request.

‘‘(C) Any agreement regarding the parameters
of the design and size of clinical trials of a new
drug under this paragraph that is reached be-
tween the Secretary and a sponsor or applicant
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shall be reduced to writing and made part of the
administrative record by the Secretary. Such
agreement shall not be changed after the testing
begins, except—

‘‘(i) with the written agreement of the sponsor
or applicant; or

‘‘(ii) pursuant to a decision, made in accord-
ance with subparagraph (D) by the director of
the reviewing division, that a substantial sci-
entific issue essential to determining the safety
or effectiveness of the drug has been identified
after the testing has begun.

‘‘(D) A decision under subparagraph (C)(ii) by
the director shall be in writing and the Sec-
retary shall provide to the sponsor or applicant
an opportunity for a meeting at which the direc-
tor and the sponsor or applicant will be present
and at which the director will document the sci-
entific issue involved.

‘‘(E) The written decisions of the reviewing di-
vision shall be binding upon, and may not di-
rectly or indirectly be changed by, the field or
compliance division personnel unless such field
or compliance division personnel demonstrate to
the reviewing division why such decision should
be modified.

‘‘(F) No action by the reviewing division may
be delayed because of the unavailability of in-
formation from or action by field personnel un-
less the reviewing division determines that a
delay is necessary to assure the marketing of a
safe and effective drug.

‘‘(G) For purposes of this paragraph, the re-
viewing division is the division responsible for
the review of an application for approval of a
drug under this subsection or section 351 of the
Public Health Service Act (including all sci-
entific and medical matters, chemistry, manu-
facturing, and controls).’’.

(b) SECTION 505(j).—
(1) AMENDMENT.—Section 505(j) (21 U.S.C

355(j)) is amended—
(A) by redesignating paragraphs (3) through

(8) as paragraphs (4) through (9), respectively;
and

(B) by adding after paragraph (2) the follow-
ing:

‘‘(3)(A) The Secretary shall issue guidance for
the individuals who review applications submit-
ted under paragraph (1), which shall relate to
promptness in conducting the review, technical
excellence, lack of bias and conflict of interest,
and knowledge of regulatory and scientific
standards, and which shall apply equally to all
individuals who review such applications.

‘‘(B) The Secretary shall meet with a sponsor
of an investigation or an applicant for approval
for a drug under this subsection if the sponsor
or applicant makes a reasonable written request
for a meeting for the purpose of reaching agree-
ment on the design and size of bioavailability
and bioequivalence studies needed for approval
of such application. The sponsor or applicant
shall provide information necessary for discus-
sion and agreement on the design and size of
such studies. Minutes of any such meeting shall
be prepared by the Secretary and made avail-
able to the sponsor or applicant.

‘‘(C) Any agreement regarding the parameters
of design and size of bioavailability and bio-
equivalence studies of a drug under this para-
graph that is reached between the Secretary and
a sponsor or applicant shall be reduced to writ-
ing and made part of the administrative record
by the Secretary. Such agreement shall not be
changed after the testing begins, except—

‘‘(i) with the written agreement of the sponsor
or applicant; or

‘‘(ii) pursuant to a decision, made in accord-
ance with subparagraph (D) by the director of
the reviewing division, that a substantial sci-
entific issue essential to determining the safety
or effectiveness of the drug has been identified
after the testing has begun.

‘‘(D) A decision under subparagraph (C)(ii) by
the director shall be in writing and the Sec-
retary shall provide to the sponsor or applicant
an opportunity for a meeting at which the direc-

tor and the sponsor or applicant will be present
and at which the director will document the sci-
entific issue involved.

‘‘(E) The written decisions of the reviewing di-
vision shall be binding upon, and may not di-
rectly or indirectly be changed by, the field or
compliance office personnel unless such field or
compliance office personnel demonstrate to the
reviewing division why such decision should be
modified.

‘‘(F) No action by the reviewing division may
be delayed because of the unavailability of in-
formation from or action by field personnel un-
less the reviewing division determines that a
delay is necessary to assure the marketing of a
safe and effective drug.

‘‘(G) For purposes of this paragraph, the re-
viewing division is the division responsible for
the review of an application for approval of a
drug under this subsection (including scientific
matters, chemistry, manufacturing, and con-
trols).’’.

(2) CONFORMING AMENDMENTS.—Section 505(j)
(21 U.S.C. 355(j)), as amended by paragraph (1),
is further amended—

(A) in paragraph (2)(A)(i), by striking ‘‘(6)’’
and inserting ‘‘(7)’’;

(B) in paragraph (4) (as redesignated in para-
graph (1)), by striking ‘‘(4)’’ and inserting
‘‘(5)’’;

(C) in paragraph (4)(I) (as redesignated in
paragraph (1)), by striking ‘‘(5)’’ and inserting
‘‘(6)’’; and

(D) in paragraph (7)(C) (as redesignated in
paragraph (1)), by striking ‘‘(5)’’ each place it
occurs and inserting ‘‘(6)’’.
SEC. 120. SCIENTIFIC ADVISORY PANELS.

Section 505 (21 U.S.C. 355) is amended by add-
ing at the end the following:

‘‘(n)(1) For the purpose of providing expert
scientific advice and recommendations to the
Secretary regarding a clinical investigation of a
drug or the approval for marketing of a drug
under section 505 or section 351 of the Public
Health Service Act, the Secretary shall establish
panels of experts or use panels of experts estab-
lished before the date of enactment of the Food
and Drug Administration Modernization Act of
1997, or both.

‘‘(2) The Secretary may delegate the appoint-
ment and oversight authority granted under sec-
tion 904 to a director of a center or successor en-
tity within the Food and Drug Administration.

‘‘(3) The Secretary shall make appointments
to each panel established under paragraph (1)
so that each panel shall consist of—

‘‘(A) members who are qualified by training
and experience to evaluate the safety and effec-
tiveness of the drugs to be referred to the panel
and who, to the extent feasible, possess skill and
experience in the development, manufacture, or
utilization of such drugs;

‘‘(B) members with diverse expertise in such
fields as clinical and administrative medicine,
pharmacy, pharmacology, pharmacoeconomics,
biological and physical sciences, and other re-
lated professions;

‘‘(C) a representative of consumer interests,
and a representative of interests of the drug
manufacturing industry not directly affected by
the matter to be brought before the panel; and

‘‘(D) two or more members who are specialists
or have other expertise in the particular disease
or condition for which the drug under review is
proposed to be indicated.
Scientific, trade, and consumer organizations
shall be afforded an opportunity to nominate in-
dividuals for appointment to the panels. No in-
dividual who is in the regular full-time employ
of the United States and engaged in the admin-
istration of this Act may be a voting member of
any panel. The Secretary shall designate one of
the members of each panel to serve as chairman
thereof.

‘‘(4) Each member of a panel shall publicly
disclose all conflicts of interest that member may
have with the work to be undertaken by the

panel. No member of a panel may vote on any
matter where the member or the immediate fam-
ily of such member could gain financially from
the advice given to the Secretary. The Secretary
may grant a waiver of any conflict of interest
requirement upon public disclosure of such con-
flict of interest if such waiver is necessary to af-
ford the panel essential expertise, except that
the Secretary may not grant a waiver for a
member of a panel when the member’s own sci-
entific work is involved.

‘‘(5) The Secretary shall, as appropriate, pro-
vide education and training to each new panel
member before such member participates in a
panel’s activities, including education regarding
requirements under this Act and related regula-
tions of the Secretary, and the administrative
processes and procedures related to panel meet-
ings.

‘‘(6) Panel members (other than officers or em-
ployees of the United States), while attending
meetings or conferences of a panel or otherwise
engaged in its business, shall be entitled to re-
ceive compensation for each day so engaged, in-
cluding traveltime, at rates to be fixed by the
Secretary, but not to exceed the daily equivalent
of the rate in effect for positions classified above
grade GS–15 of the General Schedule. While
serving away from their homes or regular places
of business, panel members may be allowed trav-
el expenses (including per diem in lieu of sub-
sistence) as authorized by section 5703 of title 5,
United States Code, for persons in the Govern-
ment service employed intermittently.

‘‘(7) The Secretary shall ensure that scientific
advisory panels meet regularly and at appro-
priate intervals so that any matter to be re-
viewed by such a panel can be presented to the
panel not more than 60 days after the matter is
ready for such review. Meetings of the panel
may be held using electronic communication to
convene the meetings.

‘‘(8) Within 90 days after a scientific advisory
panel makes recommendations on any matter
under its review, the Food and Drug Adminis-
tration official responsible for the matter shall
review the conclusions and recommendations of
the panel, and notify the affected persons of the
final decision on the matter, or of the reasons
that no such decision has been reached. Each
such final decision shall be documented includ-
ing the rationale for the decision.’’.
SEC. 121. POSITRON EMISSION TOMOGRAPHY.

(a) REGULATION OF COMPOUNDED POSITRON
EMISSION TOMOGRAPHY DRUGS.—Section 201 (21
U.S.C. 321) is amended by adding at the end the
following:

‘‘(ii) The term ‘compounded positron emission
tomography drug’—

‘‘(1) means a drug that—
‘‘(A) exhibits spontaneous disintegration of

unstable nuclei by the emission of positrons and
is used for the purpose of providing dual photon
positron emission tomographic diagnostic im-
ages; and

‘‘(B) has been compounded by or on the order
of a practitioner who is licensed by a State to
compound or order compounding for a drug de-
scribed in subparagraph (A), and is compounded
in accordance with that State’s law, for a pa-
tient or for research, teaching, or quality con-
trol; and

‘‘(2) includes any nonradioactive reagent, rea-
gent kit, ingredient, nuclide generator, accelera-
tor, target material, electronic synthesizer, or
other apparatus or computer program to be used
in the preparation of such a drug.’’.

(b) ADULTERATION.—
(1) IN GENERAL.—Section 501(a) (21 U.S.C.

351(a)) is amended by striking ‘‘; or (3)’’ and in-
serting the following: ‘‘; or (C) if it is a
compounded positron emission tomography drug
and the methods used in, or the facilities and
controls used for, its compounding, processing,
packing, or holding do not conform to or are not
operated or administered in conformity with the
positron emission tomography compounding
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standards and the official monographs of the
United States Pharmacopoeia to assure that
such drug meets the requirements of this Act as
to safety and has the identity and strength, and
meets the quality and purity characteristics,
that it purports or is represented to possess; or
(3)’’.

(2) SUNSET.—Section 501(a)(2)(C) of the Fed-
eral Food, Drug, and Cosmetic Act (21 U.S.C.
351(a)(2)(C)) shall not apply 4 years after the
date of enactment of this Act or 2 years after the
date on which the Secretary of Health and
Human Services establishes the requirements de-
scribed in subsection (c)(1)(B), whichever is
later.

(c) REQUIREMENTS FOR REVIEW OF APPROVAL
PROCEDURES AND CURRENT GOOD MANUFACTUR-
ING PRACTICES FOR POSITRON EMISSION TOMOG-
RAPHY.—

(1) PROCEDURES AND REQUIREMENTS.—
(A) IN GENERAL.—In order to take account of

the special characteristics of positron emission
tomography drugs and the special techniques
and processes required to produce these drugs,
not later than 2 years after the date of enact-
ment of this Act, the Secretary of Health and
Human Services shall establish—

(i) appropriate procedures for the approval of
positron emission tomography drugs pursuant to
section 505 of the Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 355); and

(ii) appropriate current good manufacturing
practice requirements for such drugs.

(B) CONSIDERATIONS AND CONSULTATION.—In
establishing the procedures and requirements re-
quired by subparagraph (A), the Secretary of
Health and Human Services shall take due ac-
count of any relevant differences between not-
for-profit institutions that compound the drugs
for their patients and commercial manufacturers
of the drugs. Prior to establishing the proce-
dures and requirements, the Secretary of Health
and Human Services shall consult with patient
advocacy groups, professional associations,
manufacturers, and physicians and scientists li-
censed to make or use positron emission tomog-
raphy drugs.

(2) SUBMISSION OF NEW DRUG APPLICATIONS
AND ABBREVIATED NEW DRUG APPLICATIONS.—

(A) IN GENERAL.—Except as provided in sub-
paragraph (B), the Secretary of Health and
Human Services shall not require the submission
of new drug applications or abbreviated new
drug applications under subsection (b) or (j) of
section 505 (21 U.S.C. 355), for compounded
positron emission tomography drugs that are
not adulterated drugs described in section
501(a)(2)(C) of the Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 351(a)(2)(C)) (as amended
by subsection (b)), for a period of 4 years after
the date of enactment of this Act, or for 2 years
after the date on which the Secretary estab-
lishes procedures and requirements under para-
graph (1), whichever is longer.

(B) EXCEPTION.—Nothing in this Act shall
prohibit the voluntary submission of such appli-
cations or the review of such applications by the
Secretary of Health and Human Services. Noth-
ing in this Act shall constitute an exemption for
a positron emission tomography drug from the
requirements of regulations issued under section
505(i) of the Federal Food, Drug, and Cosmetic
Act (21 U.S.C. 355(i)).

(d) REVOCATION OF CERTAIN INCONSISTENT
DOCUMENTS.—Within 30 days after the date of
enactment of this Act, the Secretary of Health
and Human Services shall publish in the Fed-
eral Register a notice terminating the applica-
tion of the following notices and rule:

(1) A notice entitled ‘‘Regulation of Positron
Emission Tomography Radiopharmaceutical
Drug Products; Guidance; Public Workshop’’,
published in the Federal Register on February
27, 1995, 60 Fed. Reg. 10594.

(2) A notice entitled ‘‘Draft Guideline on the
Manufacture of Positron Emission Tomography
Radiopharmaceutical Drug Products; Availabil-
ity’’, published in the Federal Register on Feb-
ruary 27, 1995, 60 Fed. Reg. 10593.

(3) A final rule entitled ‘‘Current Good Manu-
facturing Practice for Finished Pharma-
ceuticals; Positron Emission Tomography’’, pub-
lished in the Federal Register on April 22, 1997,
62 Fed. Reg. 19493 (codified at part 211 of title
21, Code of Federal Regulations).

(e) DEFINITION.—As used in this section, the
term ‘‘compounded positron emission tomog-
raphy drug’’ has the meaning given the term in
section 201 of the Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 321).
SEC. 122. REQUIREMENTS FOR

RADIOPHARMACEUTICALS.
(a) REQUIREMENTS.—
(1) REGULATIONS.—
(A) PROPOSED REGULATIONS.—Not later than

180 days after the date of enactment of this Act,
the Secretary of Health and Human Services,
after consultation with patient advocacy
groups, associations, physicians licensed to use
radiopharmaceuticals, and the regulated indus-
try, shall issue proposed regulations governing
the approval of radiopharmaceuticals. The regu-
lations shall provide that the determination of
the safety and effectiveness of such a
radiopharmaceutical under section 505 of the
Federal Food, Drug, and Cosmetic Act (21
U.S.C. 355) or section 351 of the Public Health
Service Act (42 U.S.C. 262) shall include consid-
eration of the proposed use of the
radiopharmaceutical in the practice of medicine,
the pharmacological and toxicological activity
of the radiopharmaceutical (including any car-
rier or ligand component of the
radiopharmaceutical), and the estimated ab-
sorbed radiation dose of the
radiopharmaceutical.

(B) FINAL REGULATIONS.—Not later than 18
months after the date of enactment of this Act,
the Secretary shall promulgate final regulations
governing the approval of the
radiopharmaceuticals.

(2) SPECIAL RULE.—In the case of a
radiopharmaceutical, the indications for which
such radiopharmaceutical is approved for mar-
keting may, in appropriate cases, refer to mani-
festations of disease (such as biochemical, phys-
iological, anatomic, or pathological processes)
common to, or present in, one or more disease
states.

(b) DEFINITION.—In this section, the term
‘‘radiopharmaceutical’’ means—

(1) an article—
(A) that is intended for use in the diagnosis or

monitoring of a disease or a manifestation of a
disease in humans; and

(B) that exhibits spontaneous disintegration
of unstable nuclei with the emission of nuclear
particles or photons; or

(2) any nonradioactive reagent kit or nuclide
generator that is intended to be used in the
preparation of any such article.
SEC. 123. MODERNIZATION OF REGULATION.

(a) LICENSES.—
(1) IN GENERAL.—Section 351(a) of the Public

Health Service (42 U.S.C. 262(a)) is amended to
read as follows:

‘‘(a)(1) No person shall introduce or deliver
for introduction into interstate commerce any
biological product unless—

‘‘(A) a biologics license is in effect for the bio-
logical product; and

‘‘(B) each package of the biological product is
plainly marked with—

‘‘(i) the proper name of the biological product
contained in the package;

‘‘(ii) the name, address, and applicable license
number of the manufacturer of the biological
product; and

‘‘(iii) the expiration date of the biological
product.

‘‘(2)(A) The Secretary shall establish, by regu-
lation, requirements for the approval, suspen-
sion, and revocation of biologics licenses.

‘‘(B) The Secretary shall approve a biologics
license application—

‘‘(i) on the basis of a demonstration that—

‘‘(I) the biological product that is the subject
of the application is safe, pure, and potent; and

‘‘(II) the facility in which the biological prod-
uct is manufactured, processed, packed, or held
meets standards designed to assure that the bio-
logical product continues to be safe, pure, and
potent; and

‘‘(ii) if the applicant (or other appropriate
person) consents to the inspection of the facility
that is the subject of the application, in accord-
ance with subsection (c).

‘‘(3) The Secretary shall prescribe require-
ments under which a biological product under-
going investigation shall be exempt from the re-
quirements of paragraph (1).’’.

(2) ELIMINATION OF EXISTING LICENSE RE-
QUIREMENT.—Section 351(d) of the Public Health
Service Act (42 U.S.C. 262(d)) is amended—

(A) by striking ‘‘(d)(1)’’ and all that follows
through ‘‘of this section.’’;

(B) in paragraph (2)—
(i) by striking ‘‘(2)(A) Upon’’ and inserting

‘‘(d)(1) Upon’’ and
(ii) by redesignating subparagraph (B) as

paragraph (2); and
(C) in paragraph (2) (as so redesignated by

subparagraph (B)(ii))—
(i) by striking ‘‘subparagraph (A)’’ and insert-

ing ‘‘paragraph (1)’’; and
(ii) by striking ‘‘this subparagraph’’ each

place it appears and inserting ‘‘this para-
graph’’.

(b) LABELING.—Section 351(b) of the Public
Health Service Act (42 U.S.C. 262(b)) is amended
to read as follows:

‘‘(b) No person shall falsely label or mark any
package or container of any biological product
or alter any label or mark on the package or
container of the biological product so as to fal-
sify the label or mark.’’.

(c) INSPECTION.—Section 351(c) of the Public
Health Service Act (42 U.S.C. 262(c)) is amended
by striking ‘‘virus, serum,’’ and all that follows
and inserting ‘‘biological product.’’.

(d) DEFINITION; APPLICATION.—Section 351 of
the Public Health Service Act (42 U.S.C. 262) is
amended by adding at the end the following:

‘‘(i) In this section, the term ‘biological prod-
uct’ means a virus, therapeutic serum, toxin,
antitoxin, vaccine, blood, blood component or
derivative, allergenic product, or analogous
product, or arsphenamine or derivative of ars-
phenamine (or any other trivalent organic ar-
senic compound), applicable to the prevention,
treatment, or cure of a disease or condition of
human beings.’’.

(e) CONFORMING AMENDMENT.—Section
503(g)(4) (21 U.S.C. 353(g)(4)) is amended—

(1) in subparagraph (A)—
(A) by striking ‘‘section 351(a)’’ and inserting

‘‘section 351(i)’’; and
(B) by striking ‘‘262(a)’’ and inserting

‘‘262(i)’’; and
(2) in subparagraph (B)(iii), by striking

‘‘product or establishment license under sub-
section (a) or (d)’’ and inserting ‘‘biologics li-
cense application under subsection (a)’’.

(f) SPECIAL RULE.—The Secretary of Health
and Human Services shall take measures to min-
imize differences in the review and approval of
products required to have approved biologics li-
cense applications under section 351 of the Pub-
lic Health Service Act (42 U.S.C. 262) and prod-
ucts required to have approved new drug appli-
cations under section 505(b)(1) of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C.
355(b)(1)).

(g) APPLICATION OF FEDERAL FOOD, DRUG,
AND COSMETIC ACT.—Section 351 of the Public
Health Service Act (42 U.S.C. 262), as amended
by subsection (d), is further amended by adding
at the end the following:

‘‘(j) The Federal Food, Drug, and Cosmetic
Act applies to a biological product subject to
regulation under this section, except that a
product for which a license has been approved
under subsection (a) shall not be required to
have an approved application under section 505
of such Act.’’.
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(h) EXAMINATIONS AND PROCEDURES.—Para-

graph (3) of section 353(d) of the Public Health
Service Act (42 U.S.C. 263a(d)) is amended to
read as follows:

‘‘(3) EXAMINATIONS AND PROCEDURES.—The
examinations and procedures identified in para-
graph (2) are laboratory examinations and pro-
cedures that have been approved by the Food
and Drug Administration for home use or that,
as determined by the Secretary, are simple lab-
oratory examinations and procedures that have
an insignificant risk of an erroneous result, in-
cluding those that—

‘‘(A) employ methodologies that are so simple
and accurate as to render the likelihood of erro-
neous results by the user negligible, or

‘‘(B) the Secretary has determined pose no un-
reasonable risk of harm to the patient if per-
formed incorrectly.’’.
SEC. 124. PILOT AND SMALL SCALE MANUFAC-

TURE.
(a) HUMAN DRUGS.—Section 505(c) (21 U.S.C.

355(c)) is amended by adding at the end the fol-
lowing:

‘‘(4) A drug manufactured in a pilot or other
small facility may be used to demonstrate the
safety and effectiveness of the drug and to ob-
tain approval for the drug prior to manufacture
of the drug in a larger facility, unless the Sec-
retary makes a determination that a full scale
production facility is necessary to ensure the
safety or effectiveness of the drug.’’.

(b) ANIMAL DRUGS.—Section 512(c) (21 U.S.C.
360b(c)) is amended by adding at the end the
following:

‘‘(4) A drug manufactured in a pilot or other
small facility may be used to demonstrate the
safety and effectiveness of the drug and to ob-
tain approval for the drug prior to manufacture
of the drug in a larger facility, unless the Sec-
retary makes a determination that a full scale
production facility is necessary to ensure the
safety or effectiveness of the drug.’’.
SEC. 125. INSULIN AND ANTIBIOTICS.

(a) CERTIFICATION OF DRUGS CONTAINING IN-
SULIN.—

(1) AMENDMENT.—Section 506 (21 U.S.C. 356),
as in effect before the date of the enactment of
this Act, is repealed.

(2) CONFORMING AMENDMENTS.—
(A) Section 301(j) (21 U.S.C. 331(j)) is amended

by striking ‘‘506, 507,’’.
(B) Subsection (k) of section 502 (21 U.S.C.

352) is repealed.
(C) Sections 301(i)(1), 510(j)(1)(A), and

510(j)(1)(D) (21 U.S.C. 331(i)(1), 360(j)(1)(A),
360(j)(1)(D)) are each amended by striking ‘‘,
506, 507,’’.

(D) Section 801(d)(1) (21 U.S.C. 381(d)(1)) is
amended by inserting after ‘‘503(b)’’ the follow-
ing: ‘‘or composed wholly or partly of insulin’’.

(E) Section 8126(h)(2) of title 38, United States
Code, is amended by inserting ‘‘or’’ at the end
of subparagraph (B), by striking ‘‘; or’’ at the
end of subparagraph (C) and inserting a period,
and by striking subparagraph (D).

(b) CERTIFICATION OF ANTIBIOTICS.—
(1) AMENDMENT.—Section 507 (21 U.S.C. 357) is

repealed.
(2) CONFORMING AMENDMENTS.—
(A) Section 201(aa) (21 U.S.C. 321(aa)) is

amended by striking out ‘‘or 507’’, section
201(dd) (21 U.S.C. 321(dd)) is amended by strik-
ing ‘‘507,’’, and section 201(ff)(3)(A) (21 U.S.C.
321(ff)(3)(A)) is amended by striking ‘‘, certified
as an antibiotic under section 507,’’.

(B) Section 301(e) (21 U.S.C. 331(e)) is amend-
ed by striking ‘‘507(d) or (g),’’.

(C) Section 306(d)(4)(B)(ii) (21 U.S.C.
335a(d)(4)(B)(ii)) is amended by striking ‘‘or
507’’.

(D) Section 502 (21 U.S.C. 352) is amended by
striking subsection (l).

(E) Section 520(l) (21 U.S.C. 360j(l)) is amend-
ed by striking paragraph (4) and by striking ‘‘or
Antibiotic Drugs’’ in the subsection heading.

(F) Section 525(a) (21 U.S.C. 360aa(a)) is
amended by inserting ‘‘or’’ at the end of para-

graph (1), by striking paragraph (2), and by re-
designating paragraph (3) as paragraph (2).

(G) Section 525(a) (21 U.S.C. 360aa(a)) is
amended by striking ‘‘, certification of such
drug for such disease or condition under section
507,’’.

(H) Section 526(a)(1) (21 U.S.C. 360bb) is
amended by striking ‘‘the submission of an ap-
plication for certification of the drug under sec-
tion 507,’’, by inserting ‘‘or’’ at the end of sub-
paragraph (A), by striking subparagraph (B),
and by redesignating subparagraph (C) as sub-
paragraph (B).

(I) Section 526(b) (21 U.S.C. 360bb(b)) is
amended—

(i) in paragraph (1), by striking ‘‘, a certifi-
cate was issued for the drug under section 507,’’;
and

(ii) in paragraph (2) by striking ‘‘, a certifi-
cate has not been issued for the drug under sec-
tion 507,’’ and by striking ‘‘, approval of an ap-
plication for certification under section 507,’’.

(J) Section 527(a) (21 U.S.C. 360cc(a)) is
amended by inserting ‘‘or’’ at the end of para-
graph (1), by striking paragraph (2), by redesig-
nating paragraph (3) as paragraph (2), and by
striking ‘‘, issue another certification under sec-
tion 507,’’.

(K) Section 527(b) (21 U.S.C. 360cc(b)) is
amended by striking ‘‘, if a certification is is-
sued under section 507 for such a drug,’’, ‘‘, of
the issuance of the certification under section
507,’’, ‘‘, issue another certification under sec-
tion 507,’’, ‘‘, of such certification,’’, ‘‘, of the
certification,’’, and ‘‘, issuance of other
certications,’’.

(L) Section 704(a)(1) (21 U.S.C. 374(a)(1)) is
amended by striking ‘‘, section 507 (d) or (g),’’.

(M) Section 735(1) (21 U.S.C. 379g(1)(C)) is
amended by inserting ‘‘or’’ at the end of sub-
paragraph (B), by striking subparagraph (C),
and by redesignating subparagraph (D) as sub-
paragraph (C).

(N) Subparagraphs (A)(ii) and (B) of sections
5(b)(1) of the Orphan Drug Act (21 U.S.C.
360ee(b)(1)(A), 360ee(b)(1)(B)) are each amended
by striking ‘‘or 507’’.

(O) Section 45C(b)(2)(A)(ii)(II) of the Internal
Revenue Code of 1986 is amended by striking ‘‘or
507’’.

(P) Section 156(f)(4)(B) of title 35, United
States Code, is amended by striking ‘‘507,’’ each
place it occurs.

(c) EXPORTATION.—Section 802 (21 U.S.C. 382)
is amended by adding at the end the following:

‘‘(i) Insulin and antibiotic drugs may be ex-
ported without regard to the requirements in
this section if the insulin and antibiotic drugs
meet the requirements of section 801(e)(1).’’.

(d) TRANSITION.—
(1) IN GENERAL.—An application that was ap-

proved by the Secretary of Health and Human
Services before the date of the enactment of this
Act for the marketing of an antibiotic drug
under section 507 of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 357), as in effect on
the day before the date of the enactment of this
Act, shall, on and after such date of enactment,
be considered to be an application that was sub-
mitted and filed under section 505(b) of such Act
(21 U.S.C. 355(b)) and approved for safety and
effectiveness under section 505(c) of such Act (21
U.S.C. 355(c)), except that if such application
for marketing was in the form of an abbreviated
application, the application shall be considered
to have been filed and approved under section
505(j) of such Act (21 U.S.C. 355(j)).

(2) EXCEPTION.—The following subsections of
section 505 (21 U.S.C 355) shall not apply to any
application for marketing in which the drug
that is the subject of the application contains
an antibiotic drug and the antibiotic drug was
the subject of any application for marketing re-
ceived by the Secretary of Health and Human
Services under section 507 of such Act (21 U.S.C.
357) before the date of the enactment of this Act:

(A)(i) Subsections (c)(2), (d)(6), (e)(4),
(j)(2)(A)(vii), (j)(2)(A)(viii), (j)(2)(B), (j)(4)(B),
and (j)(4)(D); and

(ii) The third and fourth sentences of sub-
section (b)(1) (regarding the filing and publica-
tion of patent information); and

(B) Subsections (b)(2)(A), (b)(2)(B), (b)(3), and
(c)(3) if the investigations relied upon by the ap-
plicant for approval of the application were not
conducted by or for the applicant and for which
the applicant has not obtained a right of ref-
erence or use from the person by or for whom
the investigations were conducted.

(3) PUBLICATION.—For purposes of this sec-
tion, the Secretary is authorized to make avail-
able to the public the established name of each
antibiotic drug that was the subject of any ap-
plication for marketing received by the Sec-
retary for Health and Human Services under
section 507 of the Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 357) before the date of en-
actment of this Act.

(e) DEFINITION.—Section 201 (21 U.S.C. 321),
as amended by section 121(a)(1), is further
amended by adding at the end the following:

‘‘(jj) The term ‘antibiotic drug’ means any
drug (except drugs for use in animals other than
humans) composed wholly or partly of any kind
of penicillin, streptomycin, chlortetracycline,
chloramphenicol, bacitracin, or any other drug
intended for human use containing any quan-
tity of any chemical substance which is pro-
duced by a micro-organism and which has the
capacity to inhibit or destroy micro-organisms in
dilute solution (including a chemically syn-
thesized equivalent of any such substance) or
any derivative thereof.’’.
SEC. 126. ELIMINATION OF CERTAIN LABELING

REQUIREMENTS.
(a) PRESCRIPTION DRUGS.—Section 503(b)(4)

(21 U.S.C. 353(b)(4)) is amended to read as fol-
lows:

‘‘(4)(A) A drug that is subject to paragraph (1)
shall be deemed to be misbranded if at any time
prior to dispensing the label of the drug fails to
bear, at a minimum, the symbol ‘Rx only’.

‘‘(B) A drug to which paragraph (1) does not
apply shall be deemed to be misbranded if at
any time prior to dispensing the label of the
drug bears the symbol described in subpara-
graph (A).’’.

(b) MISBRANDED DRUG.—Section 502(d) (21
U.S.C. 352(d)) is repealed.

(c) CONFORMING AMENDMENTS.—
(1) Section 503(b)(1) (21 U.S.C. 353(b)(1)) is

amended—
(A) by striking subparagraph (A); and
(B) by redesignating subparagraphs (B) and

(C) as subparagraphs (A) and (B), respectively.
(2) Section 503(b)(3) (21 U.S.C. 353(b)(3)) is

amended by striking ‘‘section 502(d) and’’.
(3) Section 102(9)(A) of the Controlled Sub-

stances Act (21 U.S.C. 802(9)(A)) is amended—
(A) in clause (i), by striking ‘‘(i)’’; and
(B) by striking ‘‘(ii)’’ and all that follows.

SEC. 127. APPLICATION OF FEDERAL LAW TO
PRACTICE OF PHARMACY
COMPOUNDING.

(a) AMENDMENT.—Chapter V is amended by
inserting after section 503 (21 U.S.C. 353) the fol-
lowing:
‘‘SEC. 503A. PHARMACY COMPOUNDING.

‘‘(a) IN GENERAL.—Sections 501(a)(2)(B),
502(f)(1), and 505 shall not apply to a drug prod-
uct if the drug product is compounded for an
identified individual patient based on the unso-
licited receipt of a valid prescription order or a
notation, approved by the prescribing practi-
tioner, on the prescription order that a
compounded product is necessary for the identi-
fied patient, if the drug product meets the re-
quirements of this section, and if the
compounding—

‘‘(1) is by—
‘‘(A) a licensed pharmacist in a State licensed

pharmacy or a Federal facility, or
‘‘(B) a licensed physician,

on the prescription order for such individual pa-
tient made by a licensed physician or other li-
censed practitioner authorized by State law to
prescribe drugs; or
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‘‘(2)(A) is by a licensed pharmacist or licensed

physician in limited quantities before the receipt
of a valid prescription order for such individual
patient; and

‘‘(B) is based on a history of the licensed
pharmacist or licensed physician receiving valid
prescription orders for the compounding of the
drug product, which orders have been generated
solely within an established relationship be-
tween—

‘‘(i) the licensed pharmacist or licensed physi-
cian; and

‘‘(ii)(I) such individual patient for whom the
prescription order will be provided; or

‘‘(II) the physician or other licensed practi-
tioner who will write such prescription order.

‘‘(b) COMPOUNDED DRUG.—
‘‘(1) LICENSED PHARMACIST AND LICENSED PHY-

SICIAN.—A drug product may be compounded
under subsection (a) if the licensed pharmacist
or licensed physician—

‘‘(A) compounds the drug product using bulk
drug substances, as defined in regulations of the
Secretary published at section 207.3(a)(4) of title
21 of the Code of Federal Regulations—

‘‘(i) that—
‘‘(I) comply with the standards of an applica-

ble United States Pharmacopoeia or National
Formulary monograph, if a monograph exists,
and the United States Pharmacopoeia chapter
on pharmacy compounding;

‘‘(II) if such a monograph does not exist, are
drug substances that are components of drugs
approved by the Secretary; or

‘‘(III) if such a monograph does not exist and
the drug substance is not a component of a drug
approved by the Secretary, that appear on a list
developed by the Secretary through regulations
issued by the Secretary under subsection (d);

‘‘(ii) that are manufactured by an establish-
ment that is registered under section 510 (includ-
ing a foreign establishment that is registered
under section 510(i)); and

‘‘(iii) that are accompanied by valid certifi-
cates of analysis for each bulk drug substance;

‘‘(B) compounds the drug product using ingre-
dients (other than bulk drug substances) that
comply with the standards of an applicable
United States Pharmacopoeia or National For-
mulary monograph, if a monograph exists, and
the United States Pharmacopoeia chapter on
pharmacy compounding;

‘‘(C) does not compound a drug product that
appears on a list published by the Secretary in
the Federal Register of drug products that have
been withdrawn or removed from the market be-
cause such drug products or components of such
drug products have been found to be unsafe or
not effective; and

‘‘(D) does not compound regularly or in inor-
dinate amounts (as defined by the Secretary)
any drug products that are essentially copies of
a commercially available drug product.

‘‘(2) DEFINITION.—For purposes of paragraph
(1)(D), the term ‘essentially a copy of a commer-
cially available drug product’ does not include a
drug product in which there is a change, made
for an identified individual patient, which pro-
duces for that patient a significant difference,
as determined by the prescribing practitioner,
between the compounded drug and the com-
parable commercially available drug product.

‘‘(3) DRUG PRODUCT.—A drug product may be
compounded under subsection (a) only if—

‘‘(A) such drug product is not a drug product
identified by the Secretary by regulation as a
drug product that presents demonstrable dif-
ficulties for compounding that reasonably dem-
onstrate an adverse effect on the safety or effec-
tiveness of that drug product; and

‘‘(B) such drug product is compounded in a
State—

‘‘(i) that has entered into a memorandum of
understanding with the Secretary which ad-
dresses the distribution of inordinate amounts of
compounded drug products interstate and pro-
vides for appropriate investigation by a State
agency of complaints relating to compounded
drug products distributed outside such State; or

‘‘(ii) that has not entered into the memoran-
dum of understanding described in clause (i)
and the licensed pharmacist, licensed pharmacy,
or licensed physician distributes (or causes to be
distributed) compounded drug products out of
the State in which they are compounded in
quantities that do not exceed 5 percent of the
total prescription orders dispensed or distributed
by such pharmacy or physician.
The Secretary shall, in consultation with the
National Association of Boards of Pharmacy,
develop a standard memorandum of understand-
ing for use by the States in complying with sub-
paragraph (B)(i).

‘‘(c) ADVERTISING AND PROMOTION.—A drug
may be compounded under subsection (a) only if
the pharmacy, licensed pharmacist, or licensed
physician does not advertise or promote the
compounding of any particular drug, class of
drug, or type of drug. The pharmacy, licensed
pharmacist, or licensed physician may advertise
and promote the compounding service provided
by the licensed pharmacist or licensed physi-
cian.

‘‘(d) REGULATIONS.—
‘‘(1) IN GENERAL.—The Secretary shall issue

regulations to implement this section. Before is-
suing regulations to implement subsections
(b)(1)(A)(i)(III), (b)(1)(C), or (b)(3)(A), the Sec-
retary shall convene and consult an advisory
committee on compounding unless the Secretary
determines that the issuance of such regulations
before consultation is necessary to protect the
public health. The advisory committee shall in-
clude representatives from the National Associa-
tion of Boards of Pharmacy, the United States
Pharmacopoeia, pharmacy, physician, and
consumer organizations, and other experts se-
lected by the Secretary.

‘‘(2) LIMITING COMPOUNDING.—The Secretary,
in consultation with the United States Pharma-
copoeia Convention, Incorporated, shall promul-
gate regulations identifying drug substances
that may be used in compounding under sub-
section (b)(1)(A)(i)(III) for which a monograph
does not exist or which are not components of
drug products approved by the Secretary. The
Secretary shall include in the regulation the cri-
teria for such substances, which shall include
historical use, reports in peer reviewed medical
literature, or other criteria the Secretary may
identify.

‘‘(e) APPLICATION.—This section shall not
apply to—

‘‘(1) compounded positron emission tomog-
raphy drugs as defined in section 201(ii); or

‘‘(2) radiopharmaceuticals.
‘‘(f) DEFINITION.—As used in this section, the

term ‘compounding’ does not include mixing, re-
constituting, or other such acts that are per-
formed in accordance with directions contained
in approved labeling provided by the product’s
manufacturer and other manufacturer direc-
tions consistent with that labeling.’’.

(b) EFFECTIVE DATE.—Section 503A of the
Federal Food, Drug, and Cosmetic Act, added
by subsection (a), shall take effect upon the ex-
piration of the 1-year period beginning on the
date of the enactment of this Act.
SEC. 128. REAUTHORIZATION OF CLINICAL PHAR-

MACOLOGY PROGRAM.
Section 2 of Public Law 102–222 (105 Stat.

1677) is amended—
(1) in subsection (a), by striking ‘‘a grant’’

and all that follows through ‘‘Such grant’’ and
inserting the following: ‘‘grants for a pilot pro-
gram for the training of individuals in clinical
pharmacology at appropriate medical schools.
Such grants’’; and

(2) in subsection (b), by striking ‘‘to carry out
this section’’ and inserting ‘‘, and for fiscal
years 1998 through 2002 $3,000,000 for each fiscal
year, to carry out this section’’.
SEC. 129. REGULATIONS FOR SUNSCREEN PROD-

UCTS.
Not later than 18 months after the date of en-

actment of this Act, the Secretary of Health and

Human Services shall issue regulations for over-
the-counter sunscreen products for the preven-
tion or treatment of sunburn.
SEC. 130. REPORTS OF POSTMARKETING AP-

PROVAL STUDIES.
(a) IN GENERAL.—Chapter V, as amended by

section 116, is further amended by inserting
after section 506A the following:
‘‘SEC. 506B. REPORTS OF POSTMARKETING STUD-

IES.
‘‘(a) SUBMISSION.—
‘‘(1) IN GENERAL.—A sponsor of a drug that

has entered into an agreement with the Sec-
retary to conduct a postmarketing study of a
drug shall submit to the Secretary, within 1 year
after the approval of such drug and annually
thereafter until the study is completed or termi-
nated, a report of the progress of the study or
the reasons for the failure of the sponsor to con-
duct the study. The report shall be submitted in
such form as is prescribed by the Secretary in
regulations issued by the Secretary.

‘‘(2) AGREEMENTS PRIOR TO EFFECTIVE DATE.—
Any agreement entered into between the Sec-
retary and a sponsor of a drug, prior to the date
of enactment of the Food and Drug Administra-
tion Modernization Act of 1997, to conduct a
postmarketing study of a drug shall be subject
to the requirements of paragraph (1). An initial
report for such an agreement shall be submitted
within 6 months after the date of the issuance of
the regulations under paragraph (1).

‘‘(b) CONSIDERATION OF INFORMATION AS PUB-
LIC INFORMATION.—Any information pertaining
to a report described in subsection (a) shall be
considered to be public information to the extent
that the information is necessary—

‘‘(1) to identify the sponsor; and
‘‘(2) to establish the status of a study de-

scribed in subsection (a) and the reasons, if any,
for any failure to carry out the study.

‘‘(c) STATUS OF STUDIES AND REPORTS.—The
Secretary shall annually develop and publish in
the Federal Register a report that provides in-
formation on the status of the postmarketing
studies—

‘‘(1) that sponsors have entered into agree-
ments to conduct; and

‘‘(2) for which reports have been submitted
under subsection (a)(1).’’.

(b) REPORT TO CONGRESSIONAL COMMITTEES.—
Not later than October 1, 2001, the Secretary
shall prepare and submit to the Committee on
Labor and Human Resources of the Senate and
the Committee on Commerce of the House of
Representatives a report containing—

(1) a summary of the reports submitted under
section 506B of the Federal Food, Drug, and
Cosmetic Act;

(2) an evaluation of—
(A) the performance of the sponsors referred

to in such section in fulfilling the agreements
with respect to the conduct of postmarketing
studies described in such section of such Act;
and

(B) the timeliness of the Secretary’s review of
the postmarketing studies; and

(3) any legislative recommendations respecting
the postmarketing studies.
SEC. 131. NOTIFICATION OF DISCONTINUANCE OF

A LIFE SAVING PRODUCT.
(a) IN GENERAL.—Chapter V, as amended by

section 130, is further amended by inserting
after section 506B the following:
‘‘SEC. 506C. DISCONTINUANCE OF A LIFE SAVING

PRODUCT.
‘‘(a) IN GENERAL.—A manufacturer that is the

sole manufacturer of a drug—
‘‘(1) that is—
‘‘(A) life-supporting;
‘‘(B) life-sustaining; or
‘‘(C) intended for use in the prevention of a

debilitating disease or condition;
‘‘(2) for which an application has been ap-

proved under section 505(b) or 505(j); and
‘‘(3) that is not a product that was originally

derived from human tissue and was replaced by
a recombinant product,
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shall notify the Secretary of a discontinuance of
the manufacture of the drug at least 6 months
prior to the date of the discontinuance.

‘‘(b) REDUCTION IN NOTIFICATION PERIOD.—
The notification period required under sub-
section (a) for a manufacturer may be reduced
if the manufacturer certifies to the Secretary
that good cause exists for the reduction, such as
a situation in which—

‘‘(1) a public health problem may result from
continuation of the manufacturing for the 6-
month period;

‘‘(2) a biomaterials shortage prevents the con-
tinuation of the manufacturing for the 6-month
period;

‘‘(3) a liability problem may exist for the man-
ufacturer if the manufacturing is continued for
the 6-month period;

‘‘(4) continuation of the manufacturing for
the 6-month period may cause substantial eco-
nomic hardship for the manufacturer;

‘‘(5) the manufacturer has filed for bank-
ruptcy under chapter 7 or 11 of title 11, United
States Code; or

‘‘(6) the manufacturer can continue the dis-
tribution of the drug involved for 6 months.

‘‘(c) DISTRIBUTION.—To the maximum extent
practicable, the Secretary shall distribute infor-
mation on the discontinuation of the drugs de-
scribed in subsection (a) to appropriate physi-
cian and patient organizations.’’.

TITLE II—IMPROVING REGULATION OF
DEVICES

SEC. 201. INVESTIGATIONAL DEVICE EXEMP-
TIONS.

(a) IN GENERAL.—Section 520(g) (21 U.S.C.
360j(g)) is amended by adding at the end the fol-
lowing:

‘‘(6)(A) Not later than 1 year after the date of
the enactment of the Food and Drug Adminis-
tration Modernization Act of 1997, the Secretary
shall by regulation establish, with respect to a
device for which an exemption under this sub-
section is in effect, procedures and conditions
that, without requiring an additional approval
of an application for an exemption or the ap-
proval of a supplement to such an application,
permit—

‘‘(i) developmental changes in the device (in-
cluding manufacturing changes) that do not
constitute a significant change in design or in
basic principles of operation and that are made
in response to information gathered during the
course of an investigation; and

‘‘(ii) changes or modifications to clinical pro-
tocols that do not affect—

‘‘(I) the validity of data or information result-
ing from the completion of an approved proto-
col, or the relationship of likely patient risk to
benefit relied upon to approve a protocol;

‘‘(II) the scientific soundness of an investiga-
tional plan submitted under paragraph (3)(A);
or

‘‘(III) the rights, safety, or welfare of the
human subjects involved in the investigation.

‘‘(B) Regulations under subparagraph (A)
shall provide that a change or modification de-
scribed in such subparagraph may be made if—

‘‘(i) the sponsor of the investigation deter-
mines, on the basis of credible information (as
defined by the Secretary) that the applicable
conditions under subparagraph (A) are met; and

‘‘(ii) the sponsor submits to the Secretary, not
later than 5 days after making the change or
modification, a notice of the change or modifica-
tion.

‘‘(7)(A) In the case of a person intending to
investigate the safety or effectiveness of a class
III device or any implantable device, the Sec-
retary shall ensure that the person has an op-
portunity, prior to submitting an application to
the Secretary or to an institutional review com-
mittee, to submit to the Secretary, for review, an
investigational plan (including a clinical proto-
col). If the applicant submits a written request
for a meeting with the Secretary regarding such
review, the Secretary shall, not later than 30

days after receiving the request, meet with the
applicant for the purpose of reaching agreement
regarding the investigational plan (including a
clinical protocol). The written request shall in-
clude a detailed description of the device, a de-
tailed description of the proposed conditions of
use of the device, a proposed plan (including a
clinical protocol) for determining whether there
is a reasonable assurance of effectiveness, and,
if available, information regarding the expected
performance from the device.

‘‘(B) Any agreement regarding the parameters
of an investigational plan (including a clinical
protocol) that is reached between the Secretary
and a sponsor or applicant shall be reduced to
writing and made part of the administrative
record by the Secretary. Any such agreement
shall not be changed, except—

‘‘(i) with the written agreement of the sponsor
or applicant; or

‘‘(ii) pursuant to a decision, made in accord-
ance with subparagraph (C) by the director of
the office in which the device involved is re-
viewed, that a substantial scientific issue essen-
tial to determining the safety or effectiveness of
the device involved has been identified.

‘‘(C) A decision under subparagraph (B)(ii) by
the director shall be in writing, and may be
made only after the Secretary has provided to
the sponsor or applicant an opportunity for a
meeting at which the director and the sponsor
or applicant are present and at which the direc-
tor documents the scientific issue involved.’’.

(b) ACTION ON APPLICATION.—Section
515(d)(1)(B) (21 U.S.C. 360e(d)(1)(B)) is amended
by adding at the end the following:

‘‘(iii) The Secretary shall accept and review
statistically valid and reliable data and any
other information from investigations conducted
under the authority of regulations required by
section 520(g) to make a determination of wheth-
er there is a reasonable assurance of safety and
effectiveness of a device subject to a pending ap-
plication under this section if—

‘‘(I) the data or information is derived from
investigations of an earlier version of the device,
the device has been modified during or after the
investigations (but prior to submission of an ap-
plication under subsection (c)) and such a modi-
fication of the device does not constitute a sig-
nificant change in the design or in the basic
principles of operation of the device that would
invalidate the data or information; or

‘‘(II) the data or information relates to a de-
vice approved under this section, is available for
use under this Act, and is relevant to the design
and intended use of the device for which the ap-
plication is pending.’’.
SEC. 202. SPECIAL REVIEW FOR CERTAIN DE-

VICES.
Section 515(d) (21 U.S.C. 360e(d)) is amended—
(1) by redesignating paragraph (3) as para-

graph (4); and
(2) by adding at the end the following:
‘‘(5) In order to provide for more effective

treatment or diagnosis of life-threatening or ir-
reversibly debilitating human diseases or condi-
tions, the Secretary shall provide review priority
for devices—

‘‘(A) representing breakthrough technologies,
‘‘(B) for which no approved alternatives exist,
‘‘(C) which offer significant advantages over

existing approved alternatives, or
‘‘(D) the availability of which is in the best

interest of the patients.’’.
SEC. 203. EXPANDING HUMANITARIAN USE OF DE-

VICES.
Section 520(m) (21 U.S.C. 360j(m)) is amend-

ed—
(1) in paragraph (2), by adding after and

below subparagraph (C) the following sentences:

‘‘The request shall be in the form of an applica-
tion submitted to the Secretary. Not later than
75 days after the date of the receipt of the appli-
cation, the Secretary shall issue an order ap-
proving or denying the application.’’;

(2) in paragraph (4)—

(A) in subparagraph (B), by inserting after
‘‘(2)(A)’’ the following: ‘‘, unless a physician de-
termines in an emergency situation that ap-
proval from a local institutional review commit-
tee can not be obtained in time to prevent seri-
ous harm or death to a patient’’; and

(B) by adding after and below subparagraph
(B) the following:
‘‘In a case described in subparagraph (B) in
which a physician uses a device without an ap-
proval from an institutional review committee,
the physician shall, after the use of the device,
notify the chairperson of the local institutional
review committee of such use. Such notification
shall include the identification of the patient in-
volved, the date on which the device was used,
and the reason for the use.’’;

(3) by amending paragraph (5) to read as fol-
lows:

‘‘(5) The Secretary may require a person
granted an exemption under paragraph (2) to
demonstrate continued compliance with the re-
quirements of this subsection if the Secretary be-
lieves such demonstration to be necessary to
protect the public health or if the Secretary has
reason to believe that the criteria for the exemp-
tion are no longer met.’’; and

(4) by amending paragraph (6) to read as fol-
lows:

‘‘(6) The Secretary may suspend or withdraw
an exemption from the effectiveness require-
ments of sections 514 and 515 for a humani-
tarian device only after providing notice and an
opportunity for an informal hearing.’’.
SEC. 204. DEVICE STANDARDS.

(a) ALTERNATIVE PROCEDURE.—Section 514 (21
U.S.C. 360d) is amended by adding at the end
the following:

‘‘Recognition of a Standard
‘‘(c)(1)(A) In addition to establishing a per-

formance standard under this section, the Sec-
retary shall, by publication in the Federal Reg-
ister, recognize all or part of an appropriate
standard established by a nationally or inter-
nationally recognized standard development or-
ganization for which a person may submit a
declaration of conformity in order to meet a pre-
market submission requirement or other require-
ment under this Act to which such standard is
applicable.

‘‘(B) If a person elects to use a standard rec-
ognized by the Secretary under subparagraph
(A) to meet the requirements described in such
subparagraph, the person shall provide a dec-
laration of conformity to the Secretary that cer-
tifies that the device is in conformity with such
standard. A person may elect to use data, or in-
formation, other than data required by a stand-
ard recognized under subparagraph (A) to meet
any requirement regarding devices under this
Act.

‘‘(2) The Secretary may withdraw such rec-
ognition of a standard through publication of a
notice in the Federal Register if the Secretary
determines that the standard is no longer appro-
priate for meeting a requirement regarding de-
vices under this Act.

‘‘(3)(A) Subject to subparagraph (B), the Sec-
retary shall accept a declaration of conformity
that a device is in conformity with a standard
recognized under paragraph (1) unless the Sec-
retary finds—

‘‘(i) that the data or information submitted to
support such declaration does not demonstrate
that the device is in conformity with the stand-
ard identified in the declaration of conformity;
or

‘‘(ii) that the standard identified in the dec-
laration of conformity is not applicable to the
particular device under review.

‘‘(B) The Secretary may request, at any time,
the data or information relied on by the person
to make a declaration of conformity with respect
to a standard recognized under paragraph (1).

‘‘(C) A person making a declaration of con-
formity with respect to a standard recognized
under paragraph (1) shall maintain the data
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and information demonstrating conformity of
the device to the standard for a period of two
years after the date of the classification or ap-
proval of the device by the Secretary or a period
equal to the expected design life of the device,
whichever is longer.’’.

(b) SECTION 301.—Section 301 (21 U.S.C. 331) is
amended by adding at the end the following:

‘‘(x) The falsification of a declaration of con-
formity submitted under section 514(c) or the
failure or refusal to provide data or information
requested by the Secretary under paragraph (3)
of such section.’’.

(c) SECTION 501.—Section 501(e) (21 U.S.C.
351(e)) is amended—

(1) by striking ‘‘(e)’’ and inserting ‘‘(e)(1)’’;
and

(2) by inserting at the end the following:
‘‘(2) If it is declared to be, purports to be, or

is represented as, a device that is in conformity
with any standard recognized under section
514(c) unless such device is in all respects in
conformity with such standard.’’.

(d) CONFORMING AMENDMENTS.—Section
514(a) (21 U.S.C. 360d(a)) is amended—

(1) in paragraph (1), in the second sentence,
by striking ‘‘under this section’’ and inserting
‘‘under subsection (b)’’;

(2) in paragraph (2), in the matter preceding
subparagraph (A), by striking ‘‘under this sec-
tion’’ and inserting ‘‘under subsection (b)’’;

(3) in paragraph (3), by striking ‘‘under this
section’’ and inserting ‘‘under subsection (b)’’;
and

(4) in paragraph (4), in the matter preceding
subparagraph (A), by striking ‘‘this section’’
and inserting ‘‘this subsection and subsection
(b)’’.
SEC. 205. SCOPE OF REVIEW; COLLABORATIVE DE-

TERMINATIONS OF DEVICE DATA RE-
QUIREMENTS.

(a) SECTION 513(a).—Section 513(a)(3) (21
U.S.C. 360c(a)(3)) is amended by adding at the
end the following:

‘‘(C) In making a determination of a reason-
able assurance of the effectiveness of a device
for which an application under section 515 has
been submitted, the Secretary shall consider
whether the extent of data that otherwise would
be required for approval of the application with
respect to effectiveness can be reduced through
reliance on postmarket controls.

‘‘(D)(i) The Secretary, upon the written re-
quest of any person intending to submit an ap-
plication under section 515, shall meet with such
person to determine the type of valid scientific
evidence (within the meaning of subparagraphs
(A) and (B)) that will be necessary to dem-
onstrate for purposes of approval of an applica-
tion the effectiveness of a device for the condi-
tions of use proposed by such person. The writ-
ten request shall include a detailed description
of the device, a detailed description of the pro-
posed conditions of use of the device, a proposed
plan for determining whether there is a reason-
able assurance of effectiveness, and, if avail-
able, information regarding the expected per-
formance from the device. Within 30 days after
such meeting, the Secretary shall specify in
writing the type of valid scientific evidence that
will provide a reasonable assurance that a de-
vice is effective under the conditions of use pro-
posed by such person.

‘‘(ii) Any clinical data, including one or more
well-controlled investigations, specified in writ-
ing by the Secretary for demonstrating a reason-
able assurance of device effectiveness shall be
specified as result of a determination by the Sec-
retary that such data are necessary to establish
device effectiveness. The Secretary shall con-
sider, in consultation with the applicant, the
least burdensome appropriate means of evaluat-
ing device effectiveness that would have a rea-
sonable likelihood of resulting in approval.

‘‘(iii) The determination of the Secretary with
respect to the specification of valid scientific
evidence under clauses (i) and (ii) shall be bind-
ing upon the Secretary, unless such determina-

tion by the Secretary could be contrary to the
public health.’’.

(b) SECTION 513(i).—Section 513(i)(1) (21
U.S.C. 360c(i)(1)) is amended by adding at the
end the following:

‘‘(C) To facilitate reviews of reports submitted
to the Secretary under section 510(k), the Sec-
retary shall consider the extent to which reli-
ance on postmarket controls may expedite the
classification of devices under subsection (f)(1)
of this section.

‘‘(D) Whenever the Secretary requests infor-
mation to demonstrate that devices with differ-
ing technological characteristics are substan-
tially equivalent, the Secretary shall only re-
quest information that is necessary to making
substantial equivalence determinations. In mak-
ing such request, the Secretary shall consider
the least burdensome means of demonstrating
substantial equivalence and request information
accordingly.

‘‘(E)(i) Any determination by the Secretary of
the intended use of a device shall be based upon
the proposed labeling submitted in a report for
the device under section 510(k). However, when
determining that a device can be found substan-
tially equivalent to a legally marketed device,
the director of the organizational unit respon-
sible for regulating devices (in this subpara-
graph referred to as the ‘Director’) may require
a statement in labeling that provides appro-
priate information regarding a use of the device
not identified in the proposed labeling if, after
providing an opportunity for consultation with
the person who submitted such report, the Di-
rector determines and states in writing—

‘‘(I) that there is a reasonable likelihood that
the device will be used for an intended use not
identified in the proposed labeling for the de-
vice; and

‘‘(II) that such use could cause harm.
‘‘(ii) Such determination shall—
‘‘(I) be provided to the person who submitted

the report within 10 days from the date of the
notification of the Director’s concerns regarding
the proposed labeling;

‘‘(II) specify the limitations on the use of the
device not included in the proposed labeling;
and

‘‘(III) find the device substantially equivalent
if the requirements of subparagraph (A) are met
and if the labeling for such device conforms to
the limitations specified in subclause (II).

‘‘(iii) The responsibilities of the Director
under this subparagraph may not be delegated.

‘‘(iv) This subparagraph has no legal effect
after the expiration of the five-year period be-
ginning on the date of the enactment of the
Food and Drug Administration Modernization
Act of 1997.’’.

(c) SECTION 515(d).—Section 515(d) (21 U.S.C.
360e(d)) is amended—

(1) in paragraph (1)(A), by adding after and
below clause (ii) the following:

‘‘In making the determination whether to ap-
prove or deny the application, the Secretary
shall rely on the conditions of use included in
the proposed labeling as the basis for determin-
ing whether or not there is a reasonable assur-
ance of safety and effectiveness, if the proposed
labeling is neither false nor misleading. In de-
termining whether or not such labeling is false
or misleading, the Secretary shall fairly evalu-
ate all material facts pertinent to the proposed
labeling.’’; and

(2) by adding after paragraph (5) (as added by
section 202(2)) the following:

‘‘(6)(A)(i) A supplemental application shall be
required for any change to a device subject to
an approved application under this subsection
that affects safety or effectiveness, unless such
change is a modification in a manufacturing
procedure or method of manufacturing and the
holder of the approved application submits a
written notice to the Secretary that describes in
detail the change, summarizes the data or infor-
mation supporting the change, and informs the

Secretary that the change has been made under
the requirements of section 520(f).

‘‘(ii) The holder of an approved application
who submits a notice under clause (i) with re-
spect to a manufacturing change of a device
may distribute the device 30 days after the date
on which the Secretary receives the notice, un-
less the Secretary within such 30-day period no-
tifies the holder that the notice is not adequate
and describes such further information or action
that is required for acceptance of such change.
If the Secretary notifies the holder that a sup-
plemental application is required, the Secretary
shall review the supplement within 135 days
after the receipt of the supplement. The time
used by the Secretary to review the notice of the
manufacturing change shall be deducted from
the 135-day review period if the notice meets ap-
propriate content requirements for premarket
approval supplements.

‘‘(B)(i) Subject to clause (ii), in reviewing a
supplement to an approved application, for an
incremental change to the design of a device
that affects safety or effectiveness, the Secretary
shall approve such supplement if—

‘‘(I) nonclinical data demonstrate that the de-
sign modification creates the intended addi-
tional capacity, function, or performance of the
device; and

‘‘(II) clinical data from the approved applica-
tion and any supplement to the approved appli-
cation provide a reasonable assurance of safety
and effectiveness for the changed device.

‘‘(ii) The Secretary may require, when nec-
essary, additional clinical data to evaluate the
design modification of the device to provide a
reasonable assurance of safety and effective-
ness.’’.
SEC. 206. PREMARKET NOTIFICATION.

(a) SECTION 510.—Section 510 (21 U.S.C. 360) is
amended—

(1) in subsection (k), in the matter preceding
paragraph (1), by adding after ‘‘report to the
Secretary’’ the following: ‘‘or person who is ac-
credited under section 523(a)’’; and

(2) by adding at the end the following sub-
sections:

‘‘(l) A report under subsection (k) is not re-
quired for a device intended for human use that
is exempted from the requirements of this sub-
section under subsection (m) or is within a type
that has been classified into class I under sec-
tion 513. The exception established in the pre-
ceding sentence does not apply to any class I
device that is intended for a use which is of sub-
stantial importance in preventing impairment of
human health, or to any class I device that pre-
sents a potential unreasonable risk of illness or
injury.

‘‘(m)(1) Not later than 60 days after the date
of enactment of the Food and Drug Administra-
tion Modernization Act of 1997, the Secretary
shall publish in the Federal Register a list of
each type of class II device that does not require
a report under subsection (k) to provide reason-
able assurance of safety and effectiveness. Each
type of class II device identified by the Sec-
retary as not requiring the report shall be ex-
empt from the requirement to provide a report
under subsection (k) as of the date of the publi-
cation of the list in the Federal Register.

‘‘(2) Beginning on the date that is 1 day after
the date of the publication of a list under this
subsection, the Secretary may exempt a class II
device from the requirement to submit a report
under subsection (k), upon the Secretary’s own
initiative or a petition of an interested person, if
the Secretary determines that such report is not
necessary to assure the safety and effectiveness
of the device. The Secretary shall publish in the
Federal Register notice of the intent of the Sec-
retary to exempt the device, or of the petition,
and provide a 30-day period for public comment.
Within 120 days after the issuance of the notice
in the Federal Register, the Secretary shall pub-
lish an order in the Federal Register that sets
forth the final determination of the Secretary
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regarding the exemption of the device that was
the subject of the notice. If the Secretary fails to
respond to a petition within 180 days of receiv-
ing it, the petition shall be deemed to be grant-
ed.’’.

(b) SECTION 513(f).—Section 513(f) (21 U.S.C.
360c(f)) is amended by adding at the end the fol-
lowing:

‘‘(5) The Secretary may not withhold a deter-
mination of the initial classification of a device
under paragraph (1) because of a failure to com-
ply with any provision of this Act unrelated to
a substantial equivalence decision, including a
finding that the facility in which the device is
manufactured is not in compliance with good
manufacturing requirements as set forth in reg-
ulations of the Secretary under section 520(f)
(other than a finding that there is a substantial
likelihood that the failure to comply with such
regulations will potentially present a serious
risk to human health).’’.

(c) SECTION 513(i).—Section 513(i)(1) (21 U.S.C.
360c(i)), as amended by section 205(b), is amend-
ed—

(1) in subparagraph (A)(ii)—
(A) in subclause (I), by striking ‘‘clinical

data’’ and inserting ‘‘appropriate clinical or sci-
entific data’’ and by inserting ‘‘or a person ac-
credited under section 523’’ after ‘‘Secretary’’;
and

(B) in subclause (II), by striking ‘‘efficacy’’
and inserting ‘‘effectiveness’’; and

(2) by adding at the end the following:
‘‘(F) Not later than 270 days after the date of

the enactment of the Food and Drug Adminis-
tration Modernization Act of 1997, the Secretary
shall issue guidance specifying the general prin-
ciples that the Secretary will consider in deter-
mining when a specific intended use of a device
is not reasonably included within a general use
of such device for purposes of a determination of
substantial equivalence under subsection (f) or
section 520(l).’’.
SEC. 207. EVALUATION OF AUTOMATIC CLASS III

DESIGNATION.
Section 513(f) (21 U.S.C. 360c(f)), as amended

by section 206(b), is amended—
(1) in paragraph (1)—
(A) in subparagraph (B), by striking ‘‘para-

graph (2)’’ and inserting ‘‘paragraph (3)’’; and
(B) in the last sentence, by striking ‘‘para-

graph (2)’’ and inserting ‘‘paragraph (2) or (3)’’;
(2) by redesignating paragraphs (2) and (3) as

paragraphs (3) and (4), respectively; and
(3) by inserting after paragraph (1) the follow-

ing:
‘‘(2)(A) Any person who submits a report

under section 510(k) for a type of device that
has not been previously classified under this
Act, and that is classified into class III under
paragraph (1), may request, within 30 days after
receiving written notice of such a classification,
the Secretary to classify the device under the
criteria set forth in subparagraphs (A) through
(C) of subsection (a)(1). The person may, in the
request, recommend to the Secretary a classifica-
tion for the device. Any such request shall de-
scribe the device and provide detailed informa-
tion and reasons for the recommended classifica-
tion.

‘‘(B)(i) Not later than 60 days after the date
of the submission of the request under subpara-
graph (A), the Secretary shall by written order
classify the device involved. Such classification
shall be the initial classification of the device
for purposes of paragraph (1) and any device
classified under this paragraph shall be a predi-
cate device for determining substantial equiva-
lence under paragraph (1).

‘‘(ii) A device that remains in class III under
this subparagraph shall be deemed to be adul-
terated within the meaning of section
501(f)(1)(B) until approved under section 515 or
exempted from such approval under section
520(g).

‘‘(C) Within 30 days after the issuance of an
order classifying a device under this paragraph,
the Secretary shall publish a notice in the Fed-
eral Register announcing such classification.’’.

SEC. 208. CLASSIFICATION PANELS.

Section 513(b) (21 U.S.C. 360c(b)) is amended
by adding at the end the following:

‘‘(5) Classification panels covering each type
of device shall be scheduled to meet at such
times as may be appropriate for the Secretary to
meet applicable statutory deadlines.

‘‘(6)(A) Any person whose device is specifi-
cally the subject of review by a classification
panel shall have—

‘‘(i) the same access to data and information
submitted to a classification panel (except for
data and information that are not available for
public disclosure under section 552 of title 5,
United States Code) as the Secretary;

‘‘(ii) the opportunity to submit, for review by
a classification panel, information that is based
on the data or information provided in the ap-
plication submitted under section 515 by the per-
son, which information shall be submitted to the
Secretary for prompt transmittal to the classi-
fication panel; and

‘‘(iii) the same opportunity as the Secretary to
participate in meetings of the panel.

‘‘(B) Any meetings of a classification panel
shall provide adequate time for initial presen-
tations and for response to any differing views
by persons whose devices are specifically the
subject of a classification panel review, and
shall encourage free and open participation by
all interested persons.

‘‘(7) After receiving from a classification panel
the conclusions and recommendations of the
panel on a matter that the panel has reviewed,
the Secretary shall review the conclusions and
recommendations, shall make a final decision on
the matter in accordance with section 515(d)(2),
and shall notify the affected persons of the deci-
sion in writing and, if the decision differs from
the conclusions and recommendations of the
panel, shall include the reasons for the dif-
ference.

‘‘(8) A classification panel under this sub-
section shall not be subject to the annual char-
tering and annual report requirements of the
Federal Advisory Committee Act.’’.
SEC. 209. CERTAINTY OF REVIEW TIMEFRAMES;

COLLABORATIVE REVIEW PROCESS.

(a) CERTAINTY OF REVIEW TIMEFRAMES.—Sec-
tion 510 (21 U.S.C. 360), as amended by section
206(a)(2), is amended by adding at the end the
following subsection:

‘‘(n) The Secretary shall review the report re-
quired in subsection (k) and make a determina-
tion under section 513(f)(1) not later than 90
days after receiving the report.’’.

(b) COLLABORATIVE REVIEW PROCESS.—Sec-
tion 515(d) (21 U.S.C. 360e(d)), as amended by
section 202(1), is amended by inserting after
paragraph (2) the following:

‘‘(3)(A)(i) The Secretary shall, upon the writ-
ten request of an applicant, meet with the appli-
cant, not later than 100 days after the receipt of
an application that has been filed as complete
under subsection (c), to discuss the review sta-
tus of the application.

‘‘(ii) The Secretary shall, in writing and prior
to the meeting, provide to the applicant a de-
scription of any deficiencies in the application
that, at that point, have been identified by the
Secretary based on an interim review of the en-
tire application and identify the information
that is required to correct those deficiencies.

‘‘(iii) The Secretary shall notify the applicant
promptly of—

‘‘(I) any additional deficiency identified in
the application, or

‘‘(II) any additional information required to
achieve completion of the review and final ac-
tion on the application,
that was not described as a deficiency in the
written description provided by the Secretary
under clause (ii).

‘‘(B) The Secretary and the applicant may, by
mutual consent, establish a different schedule
for a meeting required under this paragraph.

SEC. 210. ACCREDITATION OF PERSONS FOR RE-
VIEW OF PREMARKET NOTIFICATION
REPORTS.

(a) IN GENERAL.—Subchapter A of chapter V
is amended by adding at the end the following:
‘‘SEC. 523. ACCREDITED PERSONS.

‘‘(a) IN GENERAL.—
‘‘(1) REVIEW AND CLASSIFICATION OF DE-

VICES.—Not later than 1 year after the date of
the enactment of the Food and Drug Adminis-
tration Modernization Act of 1997, the Secretary
shall, subject to paragraph (3), accredit persons
for the purpose of reviewing reports submitted
under section 510(k) and making recommenda-
tions to the Secretary regarding the initial clas-
sification of devices under section 513(f)(1).

‘‘(2) REQUIREMENTS REGARDING REVIEW.—
‘‘(A) IN GENERAL.—In making a recommenda-

tion to the Secretary under paragraph (1), an
accredited person shall notify the Secretary in
writing of the reasons for the recommendation.

‘‘(B) TIME PERIOD FOR REVIEW.—Not later
than 30 days after the date on which the Sec-
retary is notified under subparagraph (A) by an
accredited person with respect to a recommenda-
tion of an initial classification of a device, the
Secretary shall make a determination with re-
spect to the initial classification.

‘‘(C) SPECIAL RULE.—The Secretary may
change the initial classification under section
513(f)(1) that is recommended under paragraph
(1) by an accredited person, and in such case
shall provide to such person, and the person
who submitted the report under section 510(k)
for the device, a statement explaining in detail
the reasons for the change.

‘‘(3) CERTAIN DEVICES.—
‘‘(A) IN GENERAL.—An accredited person may

not be used to perform a review of—
‘‘(i) a class III device;
‘‘(ii) a class II device which is intended to be

permanently implantable or life sustaining or
life supporting; or

‘‘(iii) a class II device which requires clinical
data in the report submitted under section
510(k) for the device, except that the number of
class II devices to which the Secretary applies
this clause for a year, less the number of such
reports to which clauses (i) and (ii) apply, may
not exceed 6 percent of the number that is equal
to the total number of reports submitted to the
Secretary under such section for such year less
the number of such reports to which such
clauses apply for such year.

‘‘(B) ADJUSTMENT.—In determining for a year
the ratio described in subparagraph (A)(iii), the
Secretary shall not include in the numerator
class III devices that the Secretary reclassified
into class II, and the Secretary shall include in
the denominator class II devices for which re-
ports under section 510(k) were not required to
be submitted by reason of the operation of sec-
tion 510(m).

‘‘(b) ACCREDITATION.—
‘‘(1) PROGRAMS.—The Secretary shall provide

for such accreditation through programs admin-
istered by the Food and Drug Administration,
other government agencies, or by other qualified
nongovernment organizations.

‘‘(2) ACCREDITATION.—
‘‘(A) IN GENERAL.—Not later than 180 days

after the date of the enactment of the Food and
Drug Administration Modernization Act of 1997,
the Secretary shall establish and publish in the
Federal Register criteria to accredit or deny ac-
creditation to persons who request to perform
the duties specified in subsection (a). The Sec-
retary shall respond to a request for accredita-
tion within 60 days of the receipt of the request.
The accreditation of such person shall specify
the particular activities under subsection (a) for
which such person is accredited.

‘‘(B) WITHDRAWAL OF ACCREDITATION.—The
Secretary may suspend or withdraw accredita-
tion of any person accredited under this para-
graph, after providing notice and an oppor-
tunity for an informal hearing, when such per-
son is substantially not in compliance with the
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requirements of this section or poses a threat to
public health or fails to act in a manner that is
consistent with the purposes of this section.

‘‘(C) PERFORMANCE AUDITING.—To ensure that
persons accredited under this section will con-
tinue to meet the standards of accreditation, the
Secretary shall—

‘‘(i) make onsite visits on a periodic basis to
each accredited person to audit the performance
of such person; and

‘‘(ii) take such additional measures as the
Secretary determines to be appropriate.

‘‘(D) ANNUAL REPORT.—The Secretary shall
include in the annual report required under sec-
tion 903(g) the names of all accredited persons
and the particular activities under subsection
(a) for which each such person is accredited and
the name of each accredited person whose ac-
creditation has been withdrawn during the
year.

‘‘(3) QUALIFICATIONS.—An accredited person
shall, at a minimum, meet the following require-
ments:

‘‘(A) Such person may not be an employee of
the Federal Government.

‘‘(B) Such person shall be an independent or-
ganization which is not owned or controlled by
a manufacturer, supplier, or vendor of devices
and which has no organizational, material, or
financial affiliation with such a manufacturer,
supplier, or vendor.

‘‘(C) Such person shall be a legally con-
stituted entity permitted to conduct the activi-
ties for which it seeks accreditation.

‘‘(D) Such person shall not engage in the de-
sign, manufacture, promotion, or sale of devices.

‘‘(E) The operations of such person shall be in
accordance with generally accepted professional
and ethical business practices and shall agree in
writing that as a minimum it will—

‘‘(i) certify that reported information accu-
rately reflects data reviewed;

‘‘(ii) limit work to that for which competence
and capacity are available;

‘‘(iii) treat information received, records, re-
ports, and recommendations as proprietary in-
formation;

‘‘(iv) promptly respond and attempt to resolve
complaints regarding its activities for which it is
accredited; and

‘‘(v) protect against the use, in carrying out
subsection (a) with respect to a device, of any
officer or employee of the person who has a fi-
nancial conflict of interest regarding the device,
and annually make available to the public dis-
closures of the extent to which the person, and
the officers and employees of the person, have
maintained compliance with requirements under
this clause relating to financial conflicts of in-
terest.

‘‘(4) SELECTION OF ACCREDITED PERSONS.—The
Secretary shall provide each person who chooses
to use an accredited person to receive a section
510(k) report a panel of at least two or more ac-
credited persons from which the regulated per-
son may select one for a specific regulatory
function.

‘‘(5) COMPENSATION OF ACCREDITED PER-
SONS.—Compensation for an accredited person
shall be determined by agreement between the
accredited person and the person who engages
the services of the accredited person, and shall
be paid by the person who engages such serv-
ices.

‘‘(c) DURATION.—The authority provided by
this section terminates—

‘‘(1) 5 years after the date on which the Sec-
retary notifies Congress that at least 2 persons
accredited under subsection (b) are available to
review at least 60 percent of the submissions
under section 510(k), or

‘‘(2) 4 years after the date on which the Sec-
retary notifies Congress that the Secretary has
made a determination described in paragraph
(2)(B) of subsection (a) for at least 35 percent of
the devices that are subject to review under
paragraph (1) of such subsection,
whichever occurs first.’’.

(b) RECORDKEEPING.—Section 704 (21 U.S.C.
374) is amended by adding at the end the follow-
ing:

‘‘(f)(1) A person accredited under section 523
to review reports made under section 510(k) and
make recommendations of initial classifications
of devices to the Secretary shall maintain
records documenting the training qualifications
of the person and the employees of the person,
the procedures used by the person for handling
confidential information, the compensation ar-
rangements made by the person, and the proce-
dures used by the person to identify and avoid
conflicts of interest. Upon the request of an offi-
cer or employee designated by the Secretary, the
person shall permit the officer or employee, at
all reasonable times, to have access to, to copy,
and to verify, the records.

‘‘(2) Within 15 days after the receipt of a writ-
ten request from the Secretary to a person ac-
credited under section 523 for copies of records
described in paragraph (1), the person shall
produce the copies of the records at the place
designated by the Secretary.’’.

(c) CONFORMING AMENDMENT.—Section 301 (21
U.S.C. 331), as amended by section 204(b), is
amended by adding at the end the following:

‘‘(y) In the case of a drug, device, or food—
‘‘(1) the submission of a report or rec-

ommendation by a person accredited under sec-
tion 523 that is false or misleading in any mate-
rial respect;

‘‘(2) the disclosure by a person accredited
under section 523 of confidential commercial in-
formation or any trade secret without the ex-
press written consent of the person who submit-
ted such information or secret to such person; or

‘‘(3) the receipt by a person accredited under
section 523 of a bribe in any form or the doing
of any corrupt act by such person associated
with a responsibility delegated to such person
under this Act.’’.

(d) REPORTS ON PROGRAM OF ACCREDITA-
TION.—

(1) COMPTROLLER GENERAL.—
(A) IMPLEMENTATION OF PROGRAM.—Not later

than 5 years after the date of the enactment of
this Act, the Comptroller General of the United
States shall submit to the Committee on Com-
merce of the House of Representatives and the
Committee on Labor and Human Resources of
the Senate a report describing the extent to
which the program of accreditation required by
the amendment made by subsection (a) has been
implemented.

(B) EVALUATION OF PROGRAM.—Not later than
6 months prior to the date on which, pursuant
to subsection (c) of section 523 of the Federal
Food, Drug, and Cosmetic Act (as added by sub-
section (a), the authority provided under sub-
section (a) of such section will terminate, the
Comptroller General shall submit to the Commit-
tee on Commerce of the House of Representa-
tives and the Committee on Labor and Human
Resources of the Senate a report describing the
use of accredited persons under such section 523,
including an evaluation of the extent to which
such use assisted the Secretary in carrying out
the duties of the Secretary under such Act with
respect to devices, and the extent to which such
use promoted actions which are contrary to the
purposes of such Act.

(2) INCLUSION OF CERTAIN DEVICES WITHIN
PROGRAM.—Not later than 3 years after the date
of the enactment of this Act, the Secretary of
Health and Human Services shall submit to the
Committee on Commerce of the House of Rep-
resentatives and the Committee on Labor and
Human Resources of the Senate a report provid-
ing a determination by the Secretary of wheth-
er, in the program of accreditation established
pursuant to the amendment made by subsection
(a), the limitation established in clause (iii) of
section 523(a)(3)(A) of the Federal Food, Drug,
and Cosmetic Act (relating to class II devices for
which clinical data are required in reports
under section 510(k)) should be removed.

SEC. 211. DEVICE TRACKING.
Effective 90 days after the date of the enact-

ment of this Act, section 519(e) (21 U.S.C.
360i(e)) is amended to read as follows:

‘‘Device Tracking

‘‘(e)(1) The Secretary may by order require a
manufacturer to adopt a method of tracking a
class II or class III device—

‘‘(A) the failure of which would be reasonably
likely to have serious adverse health con-
sequences; or

‘‘(B) which is—
‘‘(i) intended to be implanted in the human

body for more than one year, or
‘‘(ii) a life sustaining or life supporting device

used outside a device user facility.
‘‘(2) Any patient receiving a device subject to

tracking under paragraph (1) may refuse to re-
lease, or refuse permission to release, the pa-
tient’s name, address, social security number, or
other identifying information for the purpose of
tracking.’’.
SEC. 212. POSTMARKET SURVEILLANCE.

Effective 90 days after the date of the enact-
ment of this Act, section 522 (21 U.S.C. 360l) is
amended to read as follows:

‘‘POSTMARKET SURVEILLANCE

‘‘SEC. 522. (a) IN GENERAL.—The Secretary
may by order require a manufacturer to conduct
postmarket surveillance for any device of the
manufacturer which is a class II or class III de-
vice the failure of which would be reasonably
likely to have serious adverse health con-
sequences or which is intended to be—

‘‘(1) implanted in the human body for more
than one year, or

‘‘(2) a life sustaining or life supporting device
used outside a device user facility.

‘‘(b) SURVEILLANCE APPROVAL.—Each manu-
facturer required to conduct a surveillance of a
device shall, within 30 days of receiving an
order from the Secretary prescribing that the
manufacturer is required under this section to
conduct such surveillance, submit, for the ap-
proval of the Secretary, a plan for the required
surveillance. The Secretary, within 60 days of
the receipt of such plan, shall determine if the
person designated to conduct the surveillance
has appropriate qualifications and experience to
undertake such surveillance and if the plan will
result in the collection of useful data that can
reveal unforeseen adverse events or other infor-
mation necessary to protect the public health.
The Secretary, in consultation with the manu-
facturer, may by order require a prospective sur-
veillance period of up to 36 months. Any deter-
mination by the Secretary that a longer period
is necessary shall be made by mutual agreement
between the Secretary and the manufacturer or,
if no agreement can be reached, after the com-
pletion of a dispute resolution process as de-
scribed in section 562.’’.
SEC. 213. REPORTS.

(a) REPORTS.—Section 519 (21 U.S.C. 360i) is
amended—

(1) in subsection (a)—
(A) in the matter preceding paragraph (1), by

striking ‘‘manufacturer, importer, or distribu-
tor’’ and inserting ‘‘manufacturer or importer’’;

(B) in paragraph (4), by striking ‘‘manufac-
turer, importer, or distributor’’ and inserting
‘‘manufacturer or importer’’;

(C) in paragraph (7), by adding ‘‘and’’ after
the semicolon at the end;

(D) in paragraph (8)—
(i) by striking ‘‘manufacturer, importer, or

distributor’’ each place such term appears and
inserting ‘‘manufacturer or importer’’; and

(ii) by striking the semicolon at the end and
inserting a period;

(E) by striking paragraph (9); and
(F) by inserting at the end the following sen-

tence: ‘‘The Secretary shall by regulation re-
quire distributors to keep records and make such
records available to the Secretary upon request.
Paragraphs (4) and (8) apply to distributors to
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the same extent and in the same manner as such
paragraphs apply to manufacturers and import-
ers.’’;

(2) by striking subsection (d); and
(3) in subsection (f), by striking ‘‘, importer, or

distributor’’ each place it appears and inserting
‘‘or importer’’.

(b) REGISTRATION.—Section 510(g) (21 U.S.C.
360(g)) is amended—

(1) by redesignating paragraph (4) as para-
graph (5);

(2) by inserting after paragraph (3) the follow-
ing:

‘‘(4) any distributor who acts as a wholesale
distributor of devices, and who does not manu-
facture, repackage, process, or relabel a device;
or’’; and

(3) by adding at the end the following flush
sentence:
‘‘In this subsection, the term ‘wholesale dis-
tributor’ means any person (other than the
manufacturer or the initial importer) who dis-
tributes a device from the original place of man-
ufacture to the person who makes the final de-
livery or sale of the device to the ultimate
consumer or user.’’.

(c) DEVICE USER FACILITIES.—
(1) IN GENERAL.—Section 519(b) (21 U.S.C.

360i(b)) is amended—
(A) in paragraph (1)(C)—
(i) in the first sentence, by striking ‘‘a semi-

annual basis’’ and inserting ‘‘an annual basis’’;
(ii) in the second sentence, by striking ‘‘and

July 1’’; and
(iii) by striking the matter after and below

clause (iv); and
(B) in paragraph (2)—
(i) in subparagraph (A), by inserting ‘‘or’’

after the comma at the end;
(ii) in subparagraph (B), by striking ‘‘, or’’ at

the end and inserting a period; and
(iii) by striking subparagraph (C).
(2) SENTINEL SYSTEM.—Section 519(b) (21

U.S.C. 360i(b)) is amended—
(A) by redesignating paragraph (5) as para-

graph (6); and
(B) by inserting after paragraph (4) the fol-

lowing paragraph:
‘‘(5) With respect to device user facilities:
‘‘(A) The Secretary shall by regulation plan

and implement a program under which the Sec-
retary limits user reporting under paragraphs
(1) through (4) to a subset of user facilities that
constitutes a representative profile of user re-
ports for device deaths and serious illnesses or
serious injuries.

‘‘(B) During the period of planning the pro-
gram under subparagraph (A), paragraphs (1)
through (4) continue to apply.

‘‘(C) During the period in which the Secretary
is providing for a transition to the full imple-
mentation of the program, paragraphs (1)
through (4) apply except to the extent that the
Secretary determines otherwise.

‘‘(D) On and after the date on which the pro-
gram is fully implemented, paragraphs (1)
through (4) do not apply to a user facility un-
less the facility is included in the subset referred
to in subparagraph (A).

‘‘(E) Not later than 2 years after the date of
the enactment of the Food and Drug Adminis-
tration Modernization Act of 1997, the Secretary
shall submit to the Committee on Commerce of
the House of Representatives, and to the Com-
mittee on Labor and Human Resources of the
Senate, a report describing the plan developed
by the Secretary under subparagraph (A) and
the progress that has been made toward the im-
plementation of the plan.’’.
SEC. 214. PRACTICE OF MEDICINE.

Chapter IX is amended by adding at the end
the following:
‘‘SEC. 906. PRACTICE OF MEDICINE.

‘‘Nothing in this Act shall be construed to
limit or interfere with the authority of a health
care practitioner to prescribe or administer any
legally marketed device to a patient for any con-

dition or disease within a legitimate health care
practitioner-patient relationship. This section
shall not limit any existing authority of the Sec-
retary to establish and enforce restrictions on
the sale or distribution, or in the labeling, of a
device that are part of a determination of sub-
stantial equivalence, established as a condition
of approval, or promulgated through regula-
tions. Further, this section shall not change any
existing prohibition on the promotion of unap-
proved uses of legally marketed devices.’’.
SEC. 215. NONINVASIVE BLOOD GLUCOSE METER.

(a) FINDINGS.—The Congress finds that—
(1) diabetes and its complications are a lead-

ing cause of death by disease in America;
(2) diabetes affects approximately 16,000,000

Americans and another 650,000 will be diagnosed
in 1997;

(3) the total health care-related costs of diabe-
tes total nearly $100,000,000,000 per year;

(4) diabetes is a disease that is managed and
controlled on a daily basis by the patient;

(5) the failure to properly control and manage
diabetes results in costly and often fatal com-
plications including but not limited to blindness,
coronary artery disease, and kidney failure;

(6) blood testing devices are a critical tool for
the control and management of diabetes, and
existing blood testing devices require repeated
piercing of the skin;

(7) the pain associated with existing blood
testing devices creates a disincentive for people
with diabetes to test blood glucose levels, par-
ticularly children;

(8) a safe and effective noninvasive blood glu-
cose meter would likely improve control and
management of diabetes by increasing the num-
ber of tests conducted by people with diabetes,
particularly children; and

(9) the Food and Drug Administration is re-
sponsible for reviewing all applications for new
medical devices in the United States.

(b) SENSE OF CONGRESS.—It is the sense of the
Congress that the availability of a safe, effec-
tive, noninvasive blood glucose meter would
greatly enhance the health and well-being of all
people with diabetes across America and the
world.
SEC. 216. USE OF DATA RELATING TO PREMARKET

APPROVAL; PRODUCT DEVELOP-
MENT PROTOCOL.

(a) USE OF DATA RELATING TO PREMARKET
APPROVAL.—

(1) IN GENERAL.—Section 520(h)(4) (21 U.S.C.
360j(h)(4)) is amended to read as follows:

‘‘(4)(A) Any information contained in an ap-
plication for premarket approval filed with the
Secretary pursuant to section 515(c) (including
information from clinical and preclinical tests or
studies that demonstrate the safety and effec-
tiveness of a device, but excluding descriptions
of methods of manufacture and product com-
position and other trade secrets) shall be avail-
able, 6 years after the application has been ap-
proved by the Secretary, for use by the Sec-
retary in—

‘‘(i) approving another device;
‘‘(ii) determining whether a product develop-

ment protocol has been completed, under section
515 for another device;

‘‘(iii) establishing a performance standard or
special control under this Act; or

‘‘(iv) classifying or reclassifying another de-
vice under section 513 and subsection (l)(2).

‘‘(B) The publicly available detailed sum-
maries of information respecting the safety and
effectiveness of devices required by paragraph
(1)(A) shall be available for use by the Secretary
as the evidentiary basis for the agency actions
described in subparagraph (A).’’.

(2) CONFORMING AMENDMENTS.—Section 517(a)
(21 U.S.C. 360g(a)) is amended—

(A) in paragraph (8), by adding ‘‘or’’ at the
end;

(B) in paragraph (9), by striking ‘‘, or’’ and
inserting a comma; and

(C) by striking paragraph (10).

(b) PRODUCT DEVELOPMENT PROTOCOL.—Sec-
tion 515(f)(2) (21 U.S.C. 360e(f)(2)) is amended by
striking ‘‘he shall’’ and all that follows and in-
serting the following: ‘‘the Secretary—

‘‘(A) may, at the initiative of the Secretary,
refer the proposed protocol to the appropriate
panel under section 513 for its recommendation
respecting approval of the protocol; or

‘‘(B) shall so refer such protocol upon the re-
quest of the submitter, unless the Secretary
finds that the proposed protocol and accom-
panying data which would be reviewed by such
panel substantially duplicate a product develop-
ment protocol and accompanying data which
have previously been reviewed by such a
panel.’’.
SEC. 217. CLARIFICATION OF THE NUMBER OF RE-

QUIRED CLINICAL INVESTIGATIONS
FOR APPROVAL.

Section 513(a)(3)(A) (21 U.S.C. 360c(a)(3)(A)) is
amended by striking ‘‘clinical investigations’’
and inserting ‘‘1 or more clinical investiga-
tions’’.

TITLE III—IMPROVING REGULATION OF
FOOD

SEC. 301. FLEXIBILITY FOR REGULATIONS RE-
GARDING CLAIMS.

Section 403(r) (21 U.S.C. 343(r)) is amended by
adding at the end the following:

‘‘(7) The Secretary may make proposed regula-
tions issued under this paragraph effective upon
publication pending consideration of public
comment and publication of a final regulation if
the Secretary determines that such action is
necessary—

‘‘(A) to enable the Secretary to review and act
promptly on petitions the Secretary determines
provide for information necessary to—

‘‘(i) enable consumers to develop and main-
tain healthy dietary practices;

‘‘(ii) enable consumers to be informed prompt-
ly and effectively of important new knowledge
regarding nutritional and health benefits of
food; or

‘‘(iii) ensure that scientifically sound nutri-
tional and health information is provided to
consumers as soon as possible; or

‘‘(B) to enable the Secretary to act promptly
to ban or modify a claim under this paragraph.

Such proposed regulations shall be deemed final
agency action for purposes of judicial review.’’.
SEC. 302. PETITIONS FOR CLAIMS.

Section 403(r)(4)(A)(i) (21 U.S.C.
343(r)(4)(A)(i)) is amended—

(1) by adding after the second sentence the
following: ‘‘If the Secretary does not act within
such 100 days, the petition shall be deemed to be
denied unless an extension is mutually agreed
upon by the Secretary and the petitioner.’’;

(2) in the fourth sentence (as amended by
paragraph (1)) by inserting immediately before
the comma the following: ‘‘or the petition is
deemed to be denied’’; and

(3) by adding at the end the following: ‘‘If the
Secretary does not act within such 90 days, the
petition shall be deemed to be denied unless an
extension is mutually agreed upon by the Sec-
retary and the petitioner. If the Secretary issues
a proposed regulation, the rulemaking shall be
completed within 540 days of the date the peti-
tion is received by the Secretary. If the Sec-
retary does not issue a regulation within such
540 days, the Secretary shall provide the Com-
mittee on Commerce of the House of Representa-
tives and the Committee on Labor and Human
Resources of the Senate the reasons action on
the regulation did not occur within such 540
days.’’.
SEC. 303. HEALTH CLAIMS FOR FOOD PRODUCTS.

Section 403(r)(3) (21 U.S.C. 343(r)(3)) is amend-
ed by adding at the end thereof the following:

‘‘(C) Notwithstanding the provisions of
clauses (A)(i) and (B), a claim of the type de-
scribed in subparagraph (1)(B) which is not au-
thorized by the Secretary in a regulation pro-
mulgated in accordance with clause (B) shall be
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authorized and may be made with respect to a
food if—

‘‘(i) a scientific body of the United States Gov-
ernment with official responsibility for public
health protection or research directly relating to
human nutrition (such as the National Insti-
tutes of Health or the Centers for Disease Con-
trol and Prevention) or the National Academy of
Sciences or any of its subdivisions has published
an authoritative statement, which is currently
in effect, about the relationship between a nu-
trient and a disease or health-related condition
to which the claim refers;

‘‘(ii) a person has submitted to the Secretary,
at least 120 days (during which the Secretary
may notify any person who is making a claim as
authorized by clause (C) that such person has
not submitted all the information required by
such clause) before the first introduction into
interstate commerce of the food with a label con-
taining the claim, (I) a notice of the claim,
which shall include the exact words used in the
claim and shall include a concise description of
the basis upon which such person relied for de-
termining that the requirements of subclause (i)
have been satisfied, (II) a copy of the statement
referred to in subclause (i) upon which such
person relied in making the claim, and (III) a
balanced representation of the scientific lit-
erature relating to the relationship between a
nutrient and a disease or health-related condi-
tion to which the claim refers;

‘‘(iii) the claim and the food for which the
claim is made are in compliance with clause
(A)(ii) and are otherwise in compliance with
paragraph (a) and section 201(n); and

‘‘(iv) the claim is stated in a manner so that
the claim is an accurate representation of the
authoritative statement referred to in subclause
(i) and so that the claim enables the public to
comprehend the information provided in the
claim and to understand the relative signifi-
cance of such information in the context of a
total daily diet.
For purposes of this clause, a statement shall be
regarded as an authoritative statement of a sci-
entific body described in subclause (i) only if the
statement is published by the scientific body and
shall not include a statement of an employee of
the scientific body made in the individual ca-
pacity of the employee.

‘‘(D) A claim submitted under the require-
ments of clause (C) may be made until—

‘‘(i) such time as the Secretary issues a regula-
tion under the standard in clause (B)(i)—

‘‘(I) prohibiting or modifying the claim and
the regulation has become effective, or

‘‘(II) finding that the requirements of clause
(C) have not been met, including finding that
the petitioner has not submitted all the informa-
tion required by such clause; or

‘‘(ii) a district court of the United States in an
enforcement proceeding under chapter III has
determined that the requirements of clause (C)
have not been met.’’.
SEC. 304. NUTRIENT CONTENT CLAIMS.

Section 403(r)(2) (21 U.S.C. 343(r)(2)) is amend-
ed by adding at the end the following:

‘‘(G) A claim of the type described in subpara-
graph (1)(A) for a nutrient, for which the Sec-
retary has not promulgated a regulation under
clause (A)(i), shall be authorized and may be
made with respect to a food if—

‘‘(i) a scientific body of the United States Gov-
ernment with official responsibility for public
health protection or research directly relating to
human nutrition (such as the National Insti-
tutes of Health or the Centers for Disease Con-
trol and Prevention) or the National Academy of
Sciences or any of its subdivisions has published
an authoritative statement, which is currently
in effect, which identifies the nutrient level to
which the claim refers;

‘‘(ii) a person has submitted to the Secretary,
at least 120 days (during which the Secretary
may notify any person who is making a claim as
authorized by clause (C) that such person has

not submitted all the information required by
such clause) before the first introduction into
interstate commerce of the food with a label con-
taining the claim, (I) a notice of the claim,
which shall include the exact words used in the
claim and shall include a concise description of
the basis upon which such person relied for de-
termining that the requirements of subclause (i)
have been satisfied, (II) a copy of the statement
referred to in subclause (i) upon which such
person relied in making the claim, and (III) a
balanced representation of the scientific lit-
erature relating to the nutrient level to which
the claim refers;

‘‘(iii) the claim and the food for which the
claim is made are in compliance with clauses (A)
and (B), and are otherwise in compliance with
paragraph (a) and section 201(n); and

‘‘(iv) the claim is stated in a manner so that
the claim is an accurate representation of the
authoritative statement referred to in subclause
(i) and so that the claim enables the public to
comprehend the information provided in the
claim and to understand the relative signifi-
cance of such information in the context of a
total daily diet.

For purposes of this clause, a statement shall be
regarded as an authoritative statement of a sci-
entific body described in subclause (i) only if the
statement is published by the scientific body and
shall not include a statement of an employee of
the scientific body made in the individual ca-
pacity of the employee.

‘‘(H) A claim submitted under the require-
ments of clause (G) may be made until—

‘‘(i) such time as the Secretary issues a regula-
tion—

‘‘(I) prohibiting or modifying the claim and
the regulation has become effective, or

‘‘(II) finding that the requirements of clause
(G) have not been met, including finding that
the petitioner had not submitted all the informa-
tion required by such clause; or

‘‘(ii) a district court of the United States in an
enforcement proceeding under chapter III has
determined that the requirements of clause (G)
have not been met.’’.
SEC. 305. REFERRAL STATEMENTS.

Section 403(r)(2)(B) (21 U.S.C. 343(r)(2)(B)) is
amended to read as follows:

‘‘(B) If a claim described in subparagraph
(1)(A) is made with respect to a nutrient in a
food and the Secretary makes a determination
that the food contains a nutrient at a level that
increases to persons in the general population
the risk of a disease or health-related condition
that is diet related, the label or labeling of such
food shall contain, prominently and in imme-
diate proximity to such claim, the following
statement: ‘See nutrition information for ll
content.’ The blank shall identify the nutrient
associated with the increased disease or health-
related condition risk. In making the determina-
tion described in this clause, the Secretary shall
take into account the significance of the food in
the total daily diet.’’.
SEC. 306. DISCLOSURE OF IRRADIATION.

Chapter IV (21 U.S.C. 341 et seq.) is amended
by inserting after section 403B the following:

‘‘DISCLOSURE

‘‘SEC. 403C. (a) No provision of section 201(n),
403(a), or 409 shall be construed to require on
the label or labeling of a food a separate radi-
ation disclosure statement that is more promi-
nent than the declaration of ingredients re-
quired by section 403(i)(2).

‘‘(b) In this section, the term ‘radiation disclo-
sure statement’ means a written statement that
discloses that a food has been intentionally sub-
ject to radiation.’’.
SEC. 307. IRRADIATION PETITION.

Not later than 60 days following the date of
the enactment of this Act, the Secretary of
Health and Human Services shall make a final
determination on any petition pending with the
Food and Drug Administration that would per-

mit the irradiation of red meat under section
409(b)(1) of the Federal Food, Drug, and Cos-
metic Act. If the Secretary does not make such
determination, the Secretary shall, not later
than 60 days following the date of the enact-
ment of this Act, provide the Committee on Com-
merce of the House of Representatives and the
Committee on Labor and Human Resources of
the Senate an explanation of the process fol-
lowed by the Food and Drug Administration in
reviewing the petition referred to in paragraph
(1) and the reasons action on the petition was
delayed.
SEC. 308. GLASS AND CERAMIC WARE.

(a) IN GENERAL.—The Secretary may not im-
plement any requirement which would ban, as
an unapproved food additive, lead and cadmium
based enamel in the lip and rim area of glass
and ceramic ware before the expiration of one
year after the date such requirement is pub-
lished.

(b) LEAD AND CADMIUM BASED ENAMEL.—Un-
less the Secretary determines, based on available
data, that lead and cadmium based enamel on
glass and ceramic ware—

(1) which has less than 60 millimeters of deco-
rating area below the external rim, and

(2) which is not, by design, representation, or
custom of usage intended for use by children,
is unsafe, the Secretary shall not take any ac-
tion before January 1, 2003, to ban lead and
cadmium based enamel on such glass and ce-
ramic ware. Any action taken after January 1,
2003, to ban such enamel on such glass and ce-
ramic ware as an unapproved food additive
shall be taken by regulation and such regula-
tion shall provide that such products shall not
be removed from the market before 1 year after
publication of the final regulation.
SEC. 309. FOOD CONTACT SUBSTANCES.

(a) FOOD CONTACT SUBSTANCES.—Section
409(a) (21 U.S.C. 348(a)) is amended—

(1) in paragraph (1)—
(A) by striking ‘‘subsection (i)’’ and inserting

‘‘subsection (j)’’; and
(B) by striking at the end ‘‘or’’;
(2) by striking the period at the end of para-

graph (2) and inserting ‘‘; or’’;
(3) by inserting after paragraph (2) the follow-

ing:
‘‘(3) in the case of a food additive as defined

in this Act that is a food contact substance,
there is—

‘‘(A) in effect, and such substance and the use
of such substance are in conformity with, a reg-
ulation issued under this section prescribing the
conditions under which such additive may be
safely used; or

‘‘(B) a notification submitted under subsection
(h) that is effective.’’; and

(4) by striking the matter following paragraph
(3) (as added by paragraph (3)) and inserting
the following flush sentence:
‘‘While such a regulation relating to a food ad-
ditive, or such a notification under subsection
(h)(1) relating to a food additive that is a food
contact substance, is in effect, and has not been
revoked pursuant to subsection (i), a food shall
not, by reason of bearing or containing such a
food additive in accordance with the regulation
or notification, be considered adulterated under
section 402(a)(1).’’.

(b) NOTIFICATION FOR FOOD CONTACT SUB-
STANCES.—Section 409 (21 U.S.C. 348), as amend-
ed by subsection (a), is further amended—

(1) by redesignating subsections (h) and (i), as
subsections (i) and (j), respectively;

(2) by inserting after subsection (g) the follow-
ing:

‘‘Notification Relating to a Food Contact
Substance

‘‘(h)(1) Subject to such regulations as may be
promulgated under paragraph (3), a manufac-
turer or supplier of a food contact substance
may, at least 120 days prior to the introduction
or delivery for introduction into interstate com-
merce of the food contact substance, notify the
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Secretary of the identity and intended use of the
food contact substance, and of the determina-
tion of the manufacturer or supplier that the in-
tended use of such food contact substance is
safe under the standard described in subsection
(c)(3)(A). The notification shall contain the in-
formation that forms the basis of the determina-
tion and all information required to be submit-
ted by regulations promulgated by the Sec-
retary.

‘‘(2)(A) A notification submitted under para-
graph (1) shall become effective 120 days after
the date of receipt by the Secretary and the food
contact substance may be introduced or deliv-
ered for introduction into interstate commerce,
unless the Secretary makes a determination
within the 120-day period that, based on the
data and information before the Secretary, such
use of the food contact substance has not been
shown to be safe under the standard described
in subsection (c)(3)(A), and informs the manu-
facturer or supplier of such determination.

‘‘(B) A decision by the Secretary to object to
a notification shall constitute final agency ac-
tion subject to judicial review.

‘‘(C) In this paragraph, the term ‘food contact
substance’ means the substance that is the sub-
ject of a notification submitted under paragraph
(1), and does not include a similar or identical
substance manufactured or prepared by a per-
son other than the manufacturer identified in
the notification.

‘‘(3)(A) The process in this subsection shall be
utilized for authorizing the marketing of a food
contact substance except where the Secretary
determines that submission and review of a peti-
tion under subsection (b) is necessary to provide
adequate assurance of safety, or where the Sec-
retary and any manufacturer or supplier agree
that such manufacturer or supplier may submit
a petition under subsection (b).

‘‘(B) The Secretary is authorized to promul-
gate regulations to identify the circumstances in
which a petition shall be filed under subsection
(b), and shall consider criteria such as the prob-
able consumption of such food contact sub-
stance and potential toxicity of the food contact
substance in determining the circumstances in
which a petition shall be filed under subsection
(b).

‘‘(4) The Secretary shall keep confidential any
information provided in a notification under
paragraph (1) for 120 days after receipt by the
Secretary of the notification. After the expira-
tion of such 120 days, the information shall be
available to any interested party except for any
matter in the notification that is a trade secret
or confidential commercial information.

‘‘(5)(A)(i) Except as provided in clause (ii), the
notification program established under this sub-
section shall not operate in any fiscal year un-
less—

‘‘(I) an appropriation equal to or exceeding
the applicable amount under clause (iv) is made
for such fiscal year for carrying out such pro-
gram in such fiscal year; and

‘‘(II) the Secretary certifies that the amount
appropriated for such fiscal year for the Center
for Food Safety and Applied Nutrition of the
Food and Drug Administration (exclusive of the
appropriation referred to in subclause (I))
equals or exceeds the amount appropriated for
the Center for fiscal year 1997, excluding any
amount appropriated for new programs.

‘‘(ii) The Secretary shall, not later than April
1, 1999, begin accepting and reviewing notifica-
tions submitted under the notification program
established under this subsection if—

‘‘(I) an appropriation equal to or exceeding
the applicable amount under clause (iii) is made
for the last six months of fiscal year 1999 for
carrying out such program during such period;
and

‘‘(II) the Secretary certifies that the amount
appropriated for such period for the Center for
Food Safety and Applied Nutrition of the Food
and Drug Administration (exclusive of the ap-
propriation referred to in subclause (I)) equals

or exceeds an amount equivalent to one-half the
amount appropriated for the Center for fiscal
year 1997, excluding any amount appropriated
for new programs.

‘‘(iii) For the last six months of fiscal year
1999, the applicable amount under this clause is
$1,500,000, or the amount specified in the budget
request of the President for the six-month period
involved for carrying out the notification pro-
gram in fiscal year 1999, whichever is less.

‘‘(iv) For fiscal year 2000 and subsequent fis-
cal years, the applicable amount under this
clause is $3,000,000, or the amount specified in
the budget request of the President for the fiscal
year involved for carrying out the notification
program under this subsection, whichever is
less.

‘‘(B) For purposes of carrying out the notifi-
cation program under this subsection, there are
authorized to be appropriated such sums as may
be necessary for each of the fiscal years 1999
through fiscal year 2003, except that such au-
thorization of appropriations is not effective for
a fiscal year for any amount that is less than
the applicable amount under clause (iii) or (iv)
of subparagraph (A), whichever is applicable.

‘‘(C) Not later than April 1 of fiscal year 1998
and February 1 of each subsequent fiscal year,
the Secretary shall submit a report to the Com-
mittees on Appropriations of the House of Rep-
resentatives and the Senate, the Committee on
Commerce of the House of Representatives, and
the Committee on Labor and Human Resources
of the Senate that provides an estimate of the
Secretary of the costs of carrying out the notifi-
cation program established under this sub-
section for the next fiscal year.

‘‘(6) In this section, the term ‘food contact
substance’ means any substance intended for
use as a component of materials used in manu-
facturing, packing, packaging, transporting, or
holding food if such use is not intended to have
any technical effect in such food.’’;

(3) in subsection (i), as so redesignated by
paragraph (1), by adding at the end the follow-
ing: ‘‘The Secretary shall by regulation pre-
scribe the procedure by which the Secretary may
deem a notification under subsection (h) to no
longer be effective.’’; and

(4) in subsection (j), as so redesignated by
paragraph (1), by striking ‘‘subsections (b) to
(h)’’ and inserting ‘‘subsections (b) to (i)’’.

TITLE IV—GENERAL PROVISIONS
SEC. 401. DISSEMINATION OF INFORMATION ON

NEW USES.
(a) IN GENERAL.—Chapter V (21 U.S.C. 351 et

seq.) is amended by inserting after subchapter C
the following:

‘‘SUBCHAPTER D—DISSEMINATION OF
TREATMENT INFORMATION

‘‘SEC. 551. REQUIREMENTS FOR DISSEMINATION
OF TREATMENT INFORMATION ON
DRUGS OR DEVICES.

‘‘(a) IN GENERAL.—Notwithstanding sections
301(d), 502(f), and 505, and section 351 of the
Public Health Service Act (42 U.S.C. 262), a
manufacturer may disseminate to—

‘‘(1) a health care practitioner;
‘‘(2) a pharmacy benefit manager;
‘‘(3) a health insurance issuer;
‘‘(4) a group health plan; or
‘‘(5) a Federal or State governmental agency;

written information concerning the safety, effec-
tiveness, or benefit of a use not described in the
approved labeling of a drug or device if the
manufacturer meets the requirements of sub-
section (b).

‘‘(b) SPECIFIC REQUIREMENTS.—A manufac-
turer may disseminate information under sub-
section (a) on a new use only if—

‘‘(1)(A) in the case of drug, there is in effect
for the drug an application filed under sub-
section (b) or (j) of section 505 or a biologics li-
cense issued under section 351 of the Public
Health Service Act; or

‘‘(B) in the case of a device, the device is
being commercially distributed in accordance

with a regulation under subsection (d) or (e) of
section 513, an order under subsection (f) of
such section, or the approval of an application
under section 515;

‘‘(2) the information meets the requirements of
section 552;

‘‘(3) the information to be disseminated is not
derived from clinical research conducted by an-
other manufacturer or if it was derived from re-
search conducted by another manufacturer, the
manufacturer disseminating the information has
the permission of such other manufacturer to
make the dissemination;

‘‘(4) the manufacturer has, 60 days before
such dissemination, submitted to the Secretary—

‘‘(A) a copy of the information to be dissemi-
nated; and

‘‘(B) any clinical trial information the manu-
facturer has relating to the safety or effective-
ness of the new use, any reports of clinical expe-
rience pertinent to the safety of the new use,
and a summary of such information;

‘‘(5) the manufacturer has complied with the
requirements of section 554 (relating to a supple-
mental application for such use);

‘‘(6) the manufacturer includes along with the
information to be disseminated under this sub-
section—

‘‘(A) a prominently displayed statement that
discloses—

‘‘(i) that the information concerns a use of a
drug or device that has not been approved or
cleared by the Food and Drug Administration;

‘‘(ii) if applicable, that the information is
being disseminated at the expense of the manu-
facturer;

‘‘(iii) if applicable, the name of any authors of
the information who are employees of, consult-
ants to, or have received compensation from, the
manufacturer, or who have a significant finan-
cial interest in the manufacturer;

‘‘(iv) the official labeling for the drug or de-
vice and all updates with respect to the labeling;

‘‘(v) if applicable, a statement that there are
products or treatments that have been approved
or cleared for the use that is the subject of the
information being disseminated pursuant to sub-
section (a)(1); and

‘‘(vi) the identification of any person that has
provided funding for the conduct of a study re-
lating to the new use of a drug or device for
which such information is being disseminated;
and

‘‘(B) a bibliography of other articles from a
scientific reference publication or scientific or
medical journal that have been previously pub-
lished about the use of the drug or device cov-
ered by the information disseminated (unless the
information already includes such bibliog-
raphy).

‘‘(c) ADDITIONAL INFORMATION.—If the Sec-
retary determines, after providing notice of such
determination and an opportunity for a meeting
with respect to such determination, that the in-
formation submitted by a manufacturer under
subsection (b)(3)(B), with respect to the use of a
drug or device for which the manufacturer in-
tends to disseminate information, fails to pro-
vide data, analyses, or other written matter that
is objective and balanced, the Secretary may re-
quire the manufacturer to disseminate—

‘‘(1) additional objective and scientifically
sound information that pertains to the safety or
effectiveness of the use and is necessary to pro-
vide objectivity and balance, including any in-
formation that the manufacturer has submitted
to the Secretary or, where appropriate, a sum-
mary of such information or any other informa-
tion that the Secretary has authority to make
available to the public; and

‘‘(2) an objective statement of the Secretary,
based on data or other scientifically sound in-
formation available to the Secretary, that bears
on the safety or effectiveness of the new use of
the drug or device.
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‘‘SEC. 552. INFORMATION AUTHORIZED TO BE

DISSEMINATED.
‘‘(a) AUTHORIZED INFORMATION.—A manufac-

turer may disseminate information under section
551 on a new use only if the information—

‘‘(1) is in the form of an unabridged—
‘‘(A) reprint or copy of an article, peer-re-

viewed by experts qualified by scientific training
or experience to evaluate the safety or effective-
ness of the drug or device involved, which was
published in a scientific or medical journal (as
defined in section 556(5)), which is about a clini-
cal investigation with respect to the drug or de-
vice, and which would be considered to be sci-
entifically sound by such experts; or

‘‘(B) reference publication, described in sub-
section (b), that includes information about a
clinical investigation with respect to the drug or
device that would be considered to be scientif-
ically sound by experts qualified by scientific
training or experience to evaluate the safety or
effectiveness of the drug or device that is the
subject of such a clinical investigation; and

‘‘(2) is not false or misleading and would not
pose a significant risk to the public health.

‘‘(b) REFERENCE PUBLICATION.—A reference
publication referred to in subsection (a)(1)(B) is
a publication that—

‘‘(1) has not been written, edited, excerpted,
or published specifically for, or at the request
of, a manufacturer of a drug or device;

‘‘(2) has not been edited or significantly influ-
enced by a such a manufacturer;

‘‘(3) is not solely distributed through such a
manufacturer but is generally available in book-
stores or other distribution channels where med-
ical textbooks are sold;

‘‘(4) does not focus on any particular drug or
device of a manufacturer that disseminates in-
formation under section 551 and does not have
a primary focus on new uses of drugs or devices
that are marketed or under investigation by a
manufacturer supporting the dissemination of
information; and

‘‘(5) presents materials that are not false or
misleading.
‘‘SEC. 553. ESTABLISHMENT OF LIST OF ARTICLES

AND PUBLICATIONS DISSEMINATED
AND LIST OF PROVIDERS THAT RE-
CEIVED ARTICLES AND REFERENCE
PUBLICATIONS.

‘‘(a) IN GENERAL.—A manufacturer may dis-
seminate information under section 551 on a
new use only if the manufacturer prepares and
submits to the Secretary biannually—

‘‘(1) a list containing the titles of the articles
and reference publications relating to the new
use of drugs or devices that were disseminated
by the manufacturer to a person described in
section 551(a) for the 6-month period preceding
the date on which the manufacturer submits the
list to the Secretary; and

‘‘(2) a list that identifies the categories of pro-
viders (as described in section 551(a)) that re-
ceived the articles and reference publications for
the 6-month period described in paragraph (1).

‘‘(b) RECORDS.—A manufacturer that dissemi-
nates information under section 551 shall keep
records that may be used by the manufacturer
when, pursuant to section 555, such manufac-
turer is required to take corrective action and
shall be made available to the Secretary, upon
request, for purposes of ensuring or taking cor-
rective action pursuant to such section. Such
records, at the Secretary’s discretion, may iden-
tify the recipient of information provided pursu-
ant to section 551 or the categories of such re-
cipients.
‘‘SEC. 554. REQUIREMENT REGARDING SUBMIS-

SION OF SUPPLEMENTAL APPLICA-
TION FOR NEW USE; EXEMPTION
FROM REQUIREMENT.

‘‘(a) IN GENERAL.—A manufacturer may dis-
seminate information under section 551 on a
new use only if—

‘‘(1)(A) the manufacturer has submitted to the
Secretary a supplemental application for such
use; or

‘‘(B) the manufacturer meets the condition de-
scribed in subsection (b) or (c) (relating to a cer-
tification that the manufacturer will submit
such an application); or

‘‘(2) there is in effect for the manufacturer an
exemption under subsection (d) from the require-
ment of paragraph (1).

‘‘(b) CERTIFICATION ON SUPPLEMENTAL APPLI-
CATION; CONDITION IN CASE OF COMPLETED
STUDIES.—For purposes of subsection (a)(1)(B),
a manufacturer may disseminate information on
a new use if the manufacturer has submitted to
the Secretary an application containing a cer-
tification that—

‘‘(1) the studies needed for the submission of
a supplemental application for the new use have
been completed; and

‘‘(2) the supplemental application will be sub-
mitted to the Secretary not later than 6 months
after the date of the initial dissemination of in-
formation under section 551.

‘‘(c) CERTIFICATION ON SUPPLEMENTAL APPLI-
CATION; CONDITION IN CASE OF PLANNED STUD-
IES.—

‘‘(1) IN GENERAL.—For purposes of subsection
(a)(1)(B), a manufacturer may disseminate in-
formation on a new use if—

‘‘(A) the manufacturer has submitted to the
Secretary an application containing—

‘‘(i) a proposed protocol and schedule for con-
ducting the studies needed for the submission of
a supplemental application for the new use; and

‘‘(ii) a certification that the supplemental ap-
plication will be submitted to the Secretary not
later than 36 months after the date of the initial
dissemination of information under section 551
(or, as applicable, not later than such date as
the Secretary may specify pursuant to an exten-
sion under paragraph (3)); and

‘‘(B) the Secretary has determined that the
proposed protocol is adequate and that the
schedule for completing such studies is reason-
able.

‘‘(2) PROGRESS REPORTS ON STUDIES.—A man-
ufacturer that submits to the Secretary an ap-
plication under paragraph (1) shall submit to
the Secretary periodic reports describing the sta-
tus of the studies involved.

‘‘(3) EXTENSION OF TIME REGARDING PLANNED
STUDIES.—The period of 36 months authorized in
paragraph (1)(A)(ii) for the completion of stud-
ies may be extended by the Secretary if—

‘‘(A) the Secretary determines that the studies
needed to submit such an application cannot be
completed and submitted within 36 months; or

‘‘(B) the manufacturer involved submits to the
Secretary a written request for the extension
and the Secretary determines that the manufac-
turer has acted with due diligence to conduct
the studies in a timely manner, except that an
extension under this subparagraph may not be
provided for more than 24 additional months.

‘‘(d) EXEMPTION FROM REQUIREMENT OF SUP-
PLEMENTAL APPLICATION.—

‘‘(1) IN GENERAL.—For purposes of subsection
(a)(2), a manufacturer may disseminate infor-
mation on a new use if—

‘‘(A) the manufacturer has submitted to the
Secretary an application for an exemption from
meeting the requirement of subsection (a)(1);
and

‘‘(B)(i) the Secretary has approved the appli-
cation in accordance with paragraph (2); or

‘‘(ii) the application is deemed under para-
graph (3)(A) to have been approved (unless such
approval is terminated pursuant to paragraph
(3)(B)).

‘‘(2) CONDITIONS FOR APPROVAL.—The Sec-
retary may approve an application under para-
graph (1) for an exemption if the Secretary
makes a determination described in subpara-
graph (A) or (B), as follows:

‘‘(A) The Secretary makes a determination
that, for reasons defined by the Secretary, it
would be economically prohibitive with respect
to such drug or device for the manufacturer to
incur the costs necessary for the submission of a
supplemental application. In making such deter-

mination, the Secretary shall consider (in addi-
tion to any other considerations the Secretary
finds appropriate)—

‘‘(i) the lack of the availability under law of
any period during which the manufacturer
would have exclusive marketing rights with re-
spect to the new use involved; and

‘‘(ii) the size of the population expected to
benefit from approval of the supplemental appli-
cation.

‘‘(B) The Secretary makes a determination
that, for reasons defined by the Secretary, it
would be unethical to conduct the studies nec-
essary for the supplemental application. In
making such determination, the Secretary shall
consider (in addition to any other consider-
ations the Secretary finds appropriate) whether
the new use involved is the standard of medical
care for a health condition.

‘‘(3) TIME FOR CONSIDERATION OF APPLICA-
TION; DEEMED APPROVAL.—

‘‘(A) IN GENERAL.—The Secretary shall ap-
prove or deny an application under paragraph
(1) for an exemption not later than 60 days after
the receipt of the application. If the Secretary
does not comply with the preceding sentence,
the application is deemed to be approved.

‘‘(B) TERMINATION OF DEEMED APPROVAL.—If
pursuant to a deemed approval under subpara-
graph (A) a manufacturer disseminates written
information under section 551 on a new use, the
Secretary may at any time terminate such ap-
proval and under section 555(b)(3) order the
manufacturer to cease disseminating the infor-
mation.

‘‘(e) REQUIREMENTS REGARDING APPLICA-
TIONS.—Applications under this section shall be
submitted in the form and manner prescribed by
the Secretary.
‘‘SEC. 555. CORRECTIVE ACTIONS; CESSATION OF

DISSEMINATION.
‘‘(a) POSTDISSEMINATION DATA REGARDING

SAFETY AND EFFECTIVENESS.—
‘‘(1) CORRECTIVE ACTIONS.—With respect to

data received by the Secretary after the dissemi-
nation of information under section 551 by a
manufacturer has begun (whether received pur-
suant to paragraph (2) or otherwise), if the Sec-
retary determines that the data indicate that
the new use involved may not be effective or
may present a significant risk to public health,
the Secretary shall, after consultation with the
manufacturer, take such action regarding the
dissemination of the information as the Sec-
retary determines to be appropriate for the pro-
tection of the public health, which may include
ordering that the manufacturer cease the dis-
semination of the information.

‘‘(2) RESPONSIBILITIES OF MANUFACTURERS TO
SUBMIT DATA.—After a manufacturer dissemi-
nates information under section 551, the manu-
facturer shall submit to the Secretary a notifica-
tion of any additional knowledge of the manu-
facturer on clinical research or other data that
relate to the safety or effectiveness of the new
use involved. If the manufacturer is in posses-
sion of the data, the notification shall include
the data. The Secretary shall by regulation es-
tablish the scope of the responsibilities of manu-
facturers under this paragraph, including such
limits on the responsibilities as the Secretary de-
termines to be appropriate.

‘‘(b) CESSATION OF DISSEMINATION.—
‘‘(1) FAILURE OF MANUFACTURER TO COMPLY

WITH REQUIREMENTS.—The Secretary may order
a manufacturer to cease the dissemination of in-
formation pursuant to section 551 if the Sec-
retary determines that the information being
disseminated does not comply with the require-
ments established in this subchapter. Such an
order may be issued only after the Secretary has
provided notice to the manufacturer of the in-
tent of the Secretary to issue the order and (un-
less paragraph (2)(B) applies) has provided an
opportunity for a meeting with respect to such
intent. If the failure of the manufacturer con-
stitutes a minor violation of this subchapter, the
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Secretary shall delay issuing the order and pro-
vide to the manufacturer an opportunity to cor-
rect the violation.

‘‘(2) SUPPLEMENTAL APPLICATIONS.—The Sec-
retary may order a manufacturer to cease the
dissemination of information pursuant to sec-
tion 551 if—

‘‘(A) in the case of a manufacturer that has
submitted a supplemental application for a new
use pursuant to section 554(a)(1), the Secretary
determines that the supplemental application
does not contain adequate information for ap-
proval of the new use for which the application
was submitted;

‘‘(B) in the case of a manufacturer that has
submitted a certification under section 554(b),
the manufacturer has not, within the 6-month
period involved, submitted the supplemental ap-
plication referred to in the certification; or

‘‘(C) in the case of a manufacturer that has
submitted a certification under section 554(c)
but has not yet submitted the supplemental ap-
plication referred to in the certification, the Sec-
retary determines, after an informal hearing,
that the manufacturer is not acting with due
diligence to complete the studies involved.

‘‘(3) TERMINATION OF DEEMED APPROVAL OF
EXEMPTION REGARDING SUPPLEMENTAL APPLICA-
TIONS.—If under section 554(d)(3) the Secretary
terminates a deemed approval of an exemption,
the Secretary may order the manufacturer in-
volved to cease disseminating the information. A
manufacturer shall comply with an order under
the preceding sentence not later than 60 days
after the receipt of the order.

‘‘(c) CORRECTIVE ACTIONS BY MANUFACTUR-
ERS.—

‘‘(1) IN GENERAL.—In any case in which under
this section the Secretary orders a manufacturer
to cease disseminating information, the Sec-
retary may order the manufacturer to take ac-
tion to correct the information that has been
disseminated, except as provided in paragraph
(2).

‘‘(2) TERMINATION OF DEEMED APPROVAL OF
EXEMPTION REGARDING SUPPLEMENTAL APPLICA-
TIONS.—In the case of an order under subsection
(b)(3) to cease disseminating information, the
Secretary may not order the manufacturer in-
volved to take action to correct the information
that has been disseminated unless the Secretary
determines that the new use described in the in-
formation would pose a significant risk to the
public health.
‘‘SEC. 556. DEFINITIONS.

‘‘For purposes of this subchapter:
‘‘(1) The term ‘health care practitioner’ means

a physician, or other individual who is a pro-
vider of health care, who is licensed under the
law of a State to prescribe drugs or devices.

‘‘(2) The terms ‘health insurance issuer’ and
‘group health plan’ have the meaning given
such terms under section 2791 of the Public
Health Service Act.

‘‘(3) The term ‘manufacturer’ means a person
who manufactures a drug or device, or who is li-
censed by such person to distribute or market
the drug or device.

‘‘(4) The term ‘new use’—
‘‘(A) with respect to a drug, means a use that

is not included in the labeling of the approved
drug; and

‘‘(B) with respect to a device, means a use
that is not included in the labeling for the ap-
proved or cleared device.

‘‘(5) The term ‘scientific or medical journal’
means a scientific or medical publication—

‘‘(A) that is published by an organization—
‘‘(i) that has an editorial board;
‘‘(ii) that utilizes experts, who have dem-

onstrated expertise in the subject of an article
under review by the organization and who are
independent of the organization, to review and
objectively select, reject, or provide comments
about proposed articles; and

‘‘(iii) that has a publicly stated policy, to
which the organization adheres, of full disclo-

sure of any conflict of interest or biases for all
authors or contributors involved with the jour-
nal or organization;

‘‘(B) whose articles are peer-reviewed and
published in accordance with the regular peer-
review procedures of the organization;

‘‘(C) that is generally recognized to be of na-
tional scope and reputation;

‘‘(D) that is indexed in the Index Medicus of
the National Library of Medicine of the Na-
tional Institutes of Health; and

‘‘(E) that is not in the form of a special sup-
plement that has been funded in whole or in
part by one or more manufacturers.
‘‘SEC. 557. RULES OF CONSTRUCTION.

‘‘(a) UNSOLICITED REQUEST.—Nothing in sec-
tion 551 shall be construed as prohibiting a
manufacturer from disseminating information in
response to an unsolicited request from a health
care practitioner.

‘‘(b) DISSEMINATION OF INFORMATION ON
DRUGS OR DEVICES NOT EVIDENCE OF INTENDED
USE.—Notwithstanding subsection (a), (f), or (o)
of section 502, or any other provision of law, the
dissemination of information relating to a new
use of a drug or device, in accordance with sec-
tion 551, shall not be construed by the Secretary
as evidence of a new intended use of the drug or
device that is different from the intended use of
the drug or device set forth in the official label-
ing of the drug or device. Such dissemination
shall not be considered by the Secretary as la-
beling, adulteration, or misbranding of the drug
or device.

‘‘(c) PATENT PROTECTION.—Nothing in section
551 shall affect patent rights in any manner.

‘‘(d) AUTHORIZATION FOR DISSEMINATION OF
ARTICLES AND FEES FOR REPRINTS OF ARTI-
CLES.—Nothing in section 551 shall be construed
as prohibiting an entity that publishes a sci-
entific journal (as defined in section 556(5)) from
requiring authorization from the entity to dis-
seminate an article published by such entity or
charging fees for the purchase of reprints of
published articles from such entity.’’.

(b) PROHIBITED ACT.—Section 301 (21 U.S.C.
331), as amended by section 210, is amended by
adding at the end the following:

‘‘(z) The dissemination of information in vio-
lation of section 551.’’.

(c) REGULATIONS.—Not later than 1 year after
the date of enactment of this Act, the Secretary
of Health and Human Services shall promulgate
regulations to implement the amendments made
by this section.

(d) EFFECTIVE DATE.—The amendments made
by this section shall take effect 1 year after the
date of enactment of this Act, or upon the Sec-
retary’s issuance of final regulations pursuant
to subsection (c), whichever is sooner.

(e) SUNSET.—The amendments made by this
section cease to be effective September 30, 2006,
or 7 years after the date on which the Secretary
promulgates the regulations described in sub-
section (c), whichever is later.

(f) STUDIES AND REPORTS.—
(1) GENERAL ACCOUNTING OFFICE.—
(A) IN GENERAL.—The Comptroller General of

the United States shall conduct a study to deter-
mine the impact of subchapter D of chapter V of
the Federal Food, Drug, and Cosmetic Act, as
added by this section, on the resources of the
Department of Health and Human Services.

(B) REPORT.—Not later than January 1, 2002,
the Comptroller General of the United States
shall prepare and submit to the Committee on
Labor and Human Resources of the Senate and
the Committee on Commerce of the House of
Representatives a report of the results of the
study.

(2) DEPARTMENT OF HEALTH AND HUMAN SERV-
ICES.—

(A) IN GENERAL.—In order to assist Congress
in determining whether the provisions of such
subchapter should be extended beyond the ter-
mination date specified in subsection (e), the
Secretary of Health and Human Services shall,

in accordance with subparagraph (B), arrange
for the conduct of a study of the scientific issues
raised as a result of the enactment of such sub-
chapter including issues relating to—

(i) the effectiveness of such subchapter with
respect to the provision of useful scientific infor-
mation to health care practitioners;

(ii) the quality of the information being dis-
seminated pursuant to the provisions of such
subchapter;

(iii) the quality and usefulness of the informa-
tion provided, in accordance with such sub-
chapter, by the Secretary or by the manufac-
turer at the request of the Secretary; and

(iv) the impact of such subchapter on research
in the area of new uses, indications, or dosages,
particularly the impact on pediatric indications
and rare diseases.

(3) PROCEDURE FOR STUDY.—
(A) IN GENERAL.—The Secretary shall request

the Institute of Medicine of the National Acad-
emy of Sciences to conduct the study required
by paragraph (2), and to prepare and submit the
report required by subparagraph (B), under an
arrangement by which the actual expenses in-
curred by the Institute of Medicine in conduct-
ing the study and preparing the report will be
paid by the Secretary. If the Institute of Medi-
cine is unwilling to conduct the study under
such an arrangement, the Comptroller General
of the United States shall conduct such study.

(B) REPORT.—Not later than September 30,
2005, the Institute of Medicine or the Comptrol-
ler General of the United States, as appropriate,
shall prepare and submit to the Committee on
Labor and Human Resources of the Senate, the
Committee on Commerce of the House of Rep-
resentatives, and the Secretary a report of the
results of the study required by paragraph (2).
The Secretary, after the receipt of the report,
shall make the report available to the public.
SEC. 402. EXPANDED ACCESS TO INVESTIGA-

TIONAL THERAPIES AND
DIAGNOSTICS.

Chapter V (21 U.S.C. 351 et seq.), as amended
in section 401, is further amended by adding at
the end the following:

‘‘SUBCHAPTER E—GENERAL PROVISIONS
RELATING TO DRUGS AND DEVICES

‘‘SEC. 561. EXPANDED ACCESS TO UNAPPROVED
THERAPIES AND DIAGNOSTICS.

‘‘(a) EMERGENCY SITUATIONS.—The Secretary
may, under appropriate conditions determined
by the Secretary, authorize the shipment of in-
vestigational drugs or investigational devices for
the diagnosis, monitoring, or treatment of a seri-
ous disease or condition in emergency situa-
tions.

‘‘(b) INDIVIDUAL PATIENT ACCESS TO INVES-
TIGATIONAL PRODUCTS INTENDED FOR SERIOUS
DISEASES.—Any person, acting through a physi-
cian licensed in accordance with State law, may
request from a manufacturer or distributor, and
any manufacturer or distributor may, after com-
plying with the provisions of this subsection,
provide to such physician an investigational
drug or investigational device for the diagnosis,
monitoring, or treatment of a serious disease or
condition if—

‘‘(1) the licensed physician determines that
the person has no comparable or satisfactory al-
ternative therapy available to diagnose, mon-
itor, or treat the disease or condition involved,
and that the probable risk to the person from
the investigational drug or investigational de-
vice is not greater than the probable risk from
the disease or condition;

‘‘(2) the Secretary determines that there is suf-
ficient evidence of safety and effectiveness to
support the use of the investigational drug or
investigational device in the case described in
paragraph (1);

‘‘(3) the Secretary determines that provision of
the investigational drug or investigational de-
vice will not interfere with the initiation, con-
duct, or completion of clinical investigations to
support marketing approval; and



CONGRESSIONAL RECORD — HOUSE H10471November 9, 1997
‘‘(4) the sponsor, or clinical investigator, of

the investigational drug or investigational de-
vice submits to the Secretary a clinical protocol
consistent with the provisions of section 505(i) or
520(g), including any regulations promulgated
under section 505(i) or 520(g), describing the use
of the investigational drug or investigational de-
vice in a single patient or a small group of pa-
tients.

‘‘(c) TREATMENT INVESTIGATIONAL NEW DRUG
APPLICATIONS AND TREATMENT INVESTIGATIONAL
DEVICE EXEMPTIONS.—Upon submission by a
sponsor or a physician of a protocol intended to
provide widespread access to an investigational
drug or investigational device for eligible pa-
tients (referred to in this subsection as an ‘ex-
panded access protocol’), the Secretary shall
permit such investigational drug or investiga-
tional device to be made available for expanded
access under a treatment investigational new
drug application or treatment investigational
device exemption if the Secretary determines
that—

‘‘(1) under the treatment investigational new
drug application or treatment investigational
device exemption, the investigational drug or in-
vestigational device is intended for use in the di-
agnosis, monitoring, or treatment of a serious or
immediately life-threatening disease or condi-
tion;

‘‘(2) there is no comparable or satisfactory al-
ternative therapy available to diagnose, mon-
itor, or treat that stage of disease or condition
in the population of patients to which the inves-
tigational drug or investigational device is in-
tended to be administered;

‘‘(3)(A) the investigational drug or investiga-
tional device is under investigation in a con-
trolled clinical trial for the use described in
paragraph (1) under an investigational drug ap-
plication in effect under section 505(i) or inves-
tigational device exemption in effect under sec-
tion 520(g); or

‘‘(B) all clinical trials necessary for approval
of that use of the investigational drug or inves-
tigational device have been completed;

‘‘(4) the sponsor of the controlled clinical
trials is actively pursuing marketing approval of
the investigational drug or investigational de-
vice for the use described in paragraph (1) with
due diligence;

‘‘(5) in the case of an investigational drug or
investigational device described in paragraph
(3)(A), the provision of the investigational drug
or investigational device will not interfere with
the enrollment of patients in ongoing clinical in-
vestigations under section 505(i) or 520(g);

‘‘(6) in the case of serious diseases, there is
sufficient evidence of safety and effectiveness to
support the use described in paragraph (1); and

‘‘(7) in the case of immediately life-threaten-
ing diseases, the available scientific evidence,
taken as a whole, provides a reasonable basis to
conclude that the investigational drug or inves-
tigational device may be effective for its in-
tended use and would not expose patients to an
unreasonable and significant risk of illness or
injury.

A protocol submitted under this subsection shall
be subject to the provisions of section 505(i) or
520(g), including regulations promulgated under
section 505(i) or 520(g). The Secretary may in-
form national, State, and local medical associa-
tions and societies, voluntary health associa-
tions, and other appropriate persons about the
availability of an investigational drug or inves-
tigational device under expanded access proto-
cols submitted under this subsection. The infor-
mation provided by the Secretary, in accordance
with the preceding sentence, shall be the same
type of information that is required by section
402(j)(3) of the Public Health Service Act.

‘‘(d) TERMINATION.—The Secretary may, at
any time, with respect to a sponsor, physician,
manufacturer, or distributor described in this
section, terminate expanded access provided
under this section for an investigational drug or

investigational device if the requirements under
this section are no longer met.

‘‘(e) DEFINITIONS.—In this section, the terms
‘investigational drug’, ‘investigational device’,
‘treatment investigational new drug applica-
tion’, and ‘treatment investigational device ex-
emption’ shall have the meanings given the
terms in regulations prescribed by the Sec-
retary.’’.
SEC. 403. APPROVAL OF SUPPLEMENTAL APPLI-

CATIONS FOR APPROVED PROD-
UCTS.

(a) STANDARDS.—Not later than 180 days after
the date of enactment of this Act, the Secretary
of Health and Human Services shall publish in
the Federal Register standards for the prompt
review of supplemental applications submitted
for approved articles under the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 301 et seq.) or
section 351 of the Public Health Service Act (42
U.S.C. 262).

(b) GUIDANCE TO INDUSTRY.—Not later than
180 days after the date of enactment of this Act,
the Secretary shall issue final guidances to clar-
ify the requirements for, and facilitate the sub-
mission of data to support, the approval of sup-
plemental applications for the approved articles
described in subsection (a). The guidances
shall—

(1) clarify circumstances in which published
matter may be the basis for approval of a sup-
plemental application;

(2) specify data requirements that will avoid
duplication of previously submitted data by rec-
ognizing the availability of data previously sub-
mitted in support of an original application;
and

(3) define supplemental applications that are
eligible for priority review.

(c) RESPONSIBILITIES OF CENTERS.—The Sec-
retary shall designate an individual in each
center within the Food and Drug Administra-
tion (except the Center for Food Safety and Ap-
plied Nutrition) to be responsible for—

(1) encouraging the prompt review of supple-
mental applications for approved articles; and

(2) working with sponsors to facilitate the de-
velopment and submission of data to support
supplemental applications.

(d) COLLABORATION.—The Secretary shall im-
plement programs and policies that will foster
collaboration between the Food and Drug Ad-
ministration, the National Institutes of Health,
professional medical and scientific societies, and
other persons, to identify published and
unpublished studies that may support a supple-
mental application, and to encourage sponsors
to make supplemental applications or conduct
further research in support of a supplemental
application based, in whole or in part, on such
studies.
SEC. 404. DISPUTE RESOLUTION.

Subchapter E of chapter V, as added by sec-
tion 402, is amended by adding at the end the
following:
‘‘SEC. 562. DISPUTE RESOLUTION.

‘‘If, regarding an obligation concerning drugs
or devices under this Act or section 351 of the
Public Health Service Act, there is a scientific
controversy between the Secretary and a person
who is a sponsor, applicant, or manufacturer
and no specific provision of the Act involved, in-
cluding a regulation promulgated under such
Act, provides a right of review of the matter in
controversy, the Secretary shall, by regulation,
establish a procedure under which such sponsor,
applicant, or manufacturer may request a re-
view of such controversy, including a review by
an appropriate scientific advisory panel de-
scribed in section 505(n) or an advisory commit-
tee described in section 515(g)(2)(B). Any such
review shall take place in a timely manner. The
Secretary shall promulgate such regulations
within 1 year after the date of the enactment of
the Food and Drug Administration Moderniza-
tion Act of 1997.’’.
SEC. 405. INFORMAL AGENCY STATEMENTS.

Section 701 (21 U.S.C. 371) is amended by add-
ing at the end the following:

‘‘(h)(1)(A) The Secretary shall develop guid-
ance documents with public participation and
ensure that information identifying the exist-
ence of such documents and the documents
themselves are made available to the public both
in written form and, as feasible, through elec-
tronic means. Such documents shall not create
or confer any rights for or on any person, al-
though they present the views of the Secretary
on matters under the jurisdiction of the Food
and Drug Administration.

‘‘(B) Although guidance documents shall not
be binding on the Secretary, the Secretary shall
ensure that employees of the Food and Drug
Administration do not deviate from such guid-
ances without appropriate justification and su-
pervisory concurrence. The Secretary shall pro-
vide training to employees in how to develop
and use guidance documents and shall monitor
the development and issuance of such docu-
ments.

‘‘(C) For guidance documents that set forth
initial interpretations of a statute or regulation,
changes in interpretation or policy that are of
more than a minor nature, complex scientific is-
sues, or highly controversial issues, the Sec-
retary shall ensure public participation prior to
implementation of guidance documents, unless
the Secretary determines that such prior public
participation is not feasible or appropriate. In
such cases, the Secretary shall provide for pub-
lic comment upon implementation and take such
comment into account.

‘‘(D) For guidance documents that set forth
existing practices or minor changes in policy,
the Secretary shall provide for public comment
upon implementation.

‘‘(2) In developing guidance documents, the
Secretary shall ensure uniform nomenclature for
such documents and uniform internal proce-
dures for approval of such documents. The Sec-
retary shall ensure that guidance documents
and revisions of such documents are properly
dated and indicate the nonbinding nature of the
documents. The Secretary shall periodically re-
view all guidance documents and, where appro-
priate, revise such documents.

‘‘(3) The Secretary, acting through the Com-
missioner, shall maintain electronically and up-
date and publish periodically in the Federal
Register a list of guidance documents. All such
documents shall be made available to the public.

‘‘(4) The Secretary shall ensure that an effec-
tive appeals mechanism is in place to address
complaints that the Food and Drug Administra-
tion is not developing and using guidance docu-
ments in accordance with this subsection.

‘‘(5) Not later than July 1, 2000, the Secretary
after evaluating the effectiveness of the Good
Guidance Practices document, published in the
Federal Register at 62 Fed. Reg. 8961, shall pro-
mulgate a regulation consistent with this sub-
section specifying the policies and procedures of
the Food and Drug Administration for the de-
velopment, issuance, and use of guidance docu-
ments.’’.
SEC. 406. FOOD AND DRUG ADMINISTRATION MIS-

SION AND ANNUAL REPORT.
(a) MISSION.—Section 903 (21 U.S.C. 393) is

amended—
(1) by redesignating subsections (b) and (c) as

subsections (d) and (e), respectively; and
(2) by inserting after subsection (a) the follow-

ing:
‘‘(b) MISSION.—The Administration shall—
‘‘(1) promote the public health by promptly

and efficiently reviewing clinical research and
taking appropriate action on the marketing of
regulated products in a timely manner;

‘‘(2) with respect to such products, protect the
public health by ensuring that—

‘‘(A) foods are safe, wholesome, sanitary, and
properly labeled;

‘‘(B) human and veterinary drugs are safe
and effective;

‘‘(C) there is reasonable assurance of the safe-
ty and effectiveness of devices intended for
human use;
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‘‘(D) cosmetics are safe and properly labeled;

and
‘‘(E) public health and safety are protected

from electronic product radiation;
‘‘(3) participate through appropriate processes

with representatives of other countries to reduce
the burden of regulation, harmonize regulatory
requirements, and achieve appropriate recip-
rocal arrangements; and

‘‘(4) as determined to be appropriate by the
Secretary, carry out paragraphs (1) through (3)
in consultation with experts in science, medi-
cine, and public health, and in cooperation with
consumers, users, manufacturers, importers,
packers, distributors, and retailers of regulated
products.’’.

(b) ANNUAL REPORT.—Section 903 (21 U.S.C.
393), as amended by subsection (a), is further
amended by adding at the end the following:

‘‘(f) AGENCY PLAN FOR STATUTORY COMPLI-
ANCE.—

‘‘(1) IN GENERAL.—Not later than 1 year after
the date of enactment of the Food and Drug Ad-
ministration Modernization Act of 1997, the Sec-
retary, after consultation with appropriate sci-
entific and academic experts, health care profes-
sionals, representatives of patient and consumer
advocacy groups, and the regulated industry,
shall develop and publish in the Federal Reg-
ister a plan bringing the Secretary into compli-
ance with each of the obligations of the Sec-
retary under this Act. The Secretary shall re-
view the plan biannually and shall revise the
plan as necessary, in consultation with such
persons.

‘‘(2) OBJECTIVES OF AGENCY PLAN.—The plan
required by paragraph (1) shall establish objec-
tives and mechanisms to achieve such objectives,
including objectives related to—

‘‘(A) maximizing the availability and clarity
of information about the process for review of
applications and submissions (including peti-
tions, notifications, and any other similar forms
of request) made under this Act;

‘‘(B) maximizing the availability and clarity
of information for consumers and patients con-
cerning new products;

‘‘(C) implementing inspection and postmarket
monitoring provisions of this Act;

‘‘(D) ensuring access to the scientific and
technical expertise needed by the Secretary to
meet obligations described in paragraph (1);

‘‘(E) establishing mechanisms, by July 1, 1999,
for meeting the time periods specified in this Act
for the review of all applications and submis-
sions described in subparagraph (A) and submit-
ted after the date of enactment of the Food and
Drug Administration Modernization Act of 1997;
and

‘‘(F) eliminating backlogs in the review of ap-
plications and submissions described in subpara-
graph (A), by January 1, 2000.

‘‘(g) ANNUAL REPORT.—The Secretary shall
annually prepare and publish in the Federal
Register and solicit public comment on a report
that—

‘‘(1) provides detailed statistical information
on the performance of the Secretary under the
plan described in subsection (f);

‘‘(2) compares such performance of the Sec-
retary with the objectives of the plan and with
the statutory obligations of the Secretary; and

‘‘(3) identifies any regulatory policy that has
a significant negative impact on compliance
with any objective of the plan or any statutory
obligation and sets forth any proposed revision
to any such regulatory policy.’’.
SEC. 407. INFORMATION SYSTEM.

(a) AMENDMENT.—Chapter VII (21 U.S.C. 371
et seq.) is amended by adding at the end the fol-
lowing:
‘‘SUBCHAPTER D—INFORMATION AND EDUCATION

‘‘SEC. 741. INFORMATION SYSTEM.
‘‘The Secretary shall establish and maintain

an information system to track the status and
progress of each application or submission (in-
cluding a petition, notification, or other similar

form of request) submitted to the Food and Drug
Administration requesting agency action.’’.

(b) REPORT.—Not later than 1 year after the
date of enactment of this Act, the Secretary of
Health and Human Services shall submit a re-
port to the Committee on Labor and Human Re-
sources of the Senate and the Committee on
Commerce of the House of Representatives on
the status of the system to be established under
the amendment made by subsection (a), includ-
ing the projected costs of the system and con-
cerns about confidentiality.
SEC. 408. EDUCATION AND TRAINING.

(a) FOOD AND DRUG ADMINISTRATION.—Chap-
ter VII (21 U.S.C. 371 et seq.), as amended by
section 407, is further amended by adding at the
end the following section:
‘‘SEC. 742. EDUCATION.

‘‘(a) IN GENERAL.—The Secretary shall con-
duct training and education programs for the
employees of the Food and Drug Administration
relating to the regulatory responsibilities and
policies established by this Act, including pro-
grams for—

‘‘(1) scientific training;
‘‘(2) training to improve the skill of officers

and employees authorized to conduct inspec-
tions under section 704;

‘‘(3) training to achieve product specialization
in such inspections; and

‘‘(4) training in administrative process and
procedure and integrity issues.

‘‘(b) INTRAMURAL FELLOWSHIPS AND OTHER
TRAINING PROGRAMS.—The Secretary, acting
through the Commissioner, may, through fellow-
ships and other training programs, conduct and
support intramural research training for
predoctoral and postdoctoral scientists and phy-
sicians.’’.

(b) CENTERS FOR DISEASE CONTROL AND PRE-
VENTION.—

(1) IN GENERAL.—Part B of title III of the Pub-
lic Health Service Act is amended by inserting
after section 317F (42 U.S.C. 247b–7) the follow-
ing:
‘‘SEC. 317G. FELLOWSHIP AND TRAINING PRO-

GRAMS.
‘‘The Secretary, acting through the Director

of the Centers for Disease Control and Preven-
tion, shall establish fellowship and training pro-
grams to be conducted by such Centers to train
individuals to develop skills in epidemiology,
surveillance, laboratory analysis, and other dis-
ease detection and prevention methods. Such
programs shall be designed to enable health pro-
fessionals and health personnel trained under
such programs to work, after receiving such
training, in local, State, national, and inter-
national efforts toward the prevention and con-
trol of diseases, injuries, and disabilities. Such
fellowships and training may be administered
through the use of either appointment or non-
appointment procedures.’’.

(2) EFFECTIVE DATE.—The amendment made
by this subsection is deemed to have taken effect
July 1, 1995.
SEC. 409. CENTERS FOR EDUCATION AND RE-

SEARCH ON THERAPEUTICS.
Title IX of the Public Health Service Act (42

U.S.C. 299 et seq.) is amended by adding at the
end of part A the following new section:
‘‘SEC. 905. DEMONSTRATION PROGRAM REGARD-

ING CENTERS FOR EDUCATION AND
RESEARCH ON THERAPEUTICS.

‘‘(a) IN GENERAL.—The Secretary, acting
through the Administrator and in consultation
with the Commissioner of Food and Drugs, shall
establish a demonstration program for the pur-
pose of making one or more grants for the estab-
lishment and operation of one or more centers to
carry out the activities specified in subsection
(b).

‘‘(b) REQUIRED ACTIVITIES.—The activities re-
ferred to in subsection (a) are the following:

‘‘(1) The conduct of state-of-the-art clinical
and laboratory research for the following pur-
poses:

‘‘(A) To increase awareness of—
‘‘(i) new uses of drugs, biological products,

and devices;
‘‘(ii) ways to improve the effective use of

drugs, biological products, and devices; and
‘‘(iii) risks of new uses and risks of combina-

tions of drugs and biological products.
‘‘(B) To provide objective clinical information

to the following individuals and entities:
‘‘(i) Health care practitioners or other provid-

ers of health care goods or services.
‘‘(ii) Pharmacy benefit managers.
‘‘(iii) Health maintenance organizations or

other managed health care organizations.
‘‘(iv) Health care insurers or governmental

agencies.
‘‘(v) Consumers.
‘‘(C) To improve the quality of health care

while reducing the cost of health care through—
‘‘(i) the appropriate use of drugs, biological

products, or devices; and
‘‘(ii) the prevention of adverse effects of

drugs, biological products, and devices and the
consequences of such effects, such as unneces-
sary hospitalizations.

‘‘(2) The conduct of research on the compara-
tive effectiveness and safety of drugs, biological
products, and devices.

‘‘(3) Such other activities as the Secretary de-
termines to be appropriate, except that the grant
may not be expended to assist the Secretary in
the review of new drugs.

‘‘(c) APPLICATION FOR GRANT.—A grant under
subsection (a) may be made only if an applica-
tion for the grant is submitted to the Secretary
and the application is in such form, is made in
such manner, and contains such agreements, as-
surances, and information as the Secretary de-
termines to be necessary to carry out this sec-
tion.

‘‘(d) PEER REVIEW.—A grant under subsection
(a) may be made only if the application for the
grant has undergone appropriate technical and
scientific peer review.

‘‘(e) AUTHORIZATION OF APPROPRIATIONS.—
For the purpose of carrying out this section,
there are authorized to be appropriated
$2,000,000 for fiscal year 1998, and $3,000,000 for
each of fiscal years 1999 through 2002.’’.
SEC. 410. MUTUAL RECOGNITION AGREEMENTS

AND GLOBAL HARMONIZATION.
(a) GOOD MANUFACTURING PRACTICE RE-

QUIREMENTS.—Section 520(f)(1)(B) (21 U.S.C.
360j(f)(1)(B)) is amended—

(1) in clause (i), by striking ‘‘, and’’ at the end
and inserting a semicolon;

(2) in clause (ii), by striking the period and
inserting ‘‘; and’’; and

(3) by inserting after clause (ii) the following:
‘‘(iii) ensure that such regulation conforms, to

the extent practicable, with internationally rec-
ognized standards defining quality systems, or
parts of the standards, for medical devices.’’.

(b) HARMONIZATION EFFORTS.—Section 803 (21
U.S.C. 383) is amended by adding at the end the
following:

‘‘(c)(1) The Secretary shall support the Office
of the United States Trade Representative, in
consultation with the Secretary of Commerce, in
meetings with representatives of other countries
to discuss methods and approaches to reduce the
burden of regulation and harmonize regulatory
requirements if the Secretary determines that
such harmonization continues consumer protec-
tions consistent with the purposes of this Act.

‘‘(2) The Secretary shall support the Office of
the United States Trade Representative, in con-
sultation with the Secretary of Commerce, in ef-
forts to move toward the acceptance of mutual
recognition agreements relating to the regula-
tion of drugs, biological products, devices, foods,
food additives, and color additives, and the reg-
ulation of good manufacturing practices, be-
tween the European Union and the United
States.

‘‘(3) The Secretary shall regularly participate
in meetings with representatives of other foreign
governments to discuss and reach agreement on
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methods and approaches to harmonize regu-
latory requirements.

‘‘(4) The Secretary shall, not later than 180
days after the date of enactment of the Food
and Drug Administration Modernization Act of
1997, make public a plan that establishes a
framework for achieving mutual recognition of
good manufacturing practices inspections.

‘‘(5) Paragraphs (1) through (4) shall not
apply with respect to products defined in section
201(ff).’’.
SEC. 411. ENVIRONMENTAL IMPACT REVIEW.

Chapter VII (21 U.S.C. 371 et seq.), as amend-
ed by section 407, is further amended by adding
at the end the following:

‘‘SUBCHAPTER E—ENVIRONMENTAL IMPACT
REVIEW

‘‘SEC. 746. ENVIRONMENTAL IMPACT.
‘‘Notwithstanding any other provision of law,

an environmental impact statement prepared in
accordance with the regulations published in
part 25 of title 21, Code of Federal Regulations
(as in effect on August 31, 1997) in connection
with an action carried out under (or a rec-
ommendation or report relating to) this Act,
shall be considered to meet the requirements for
a detailed statement under section 102(2)(C) of
the National Environmental Policy Act of 1969
(42 U.S.C. 4332(2)(C)).’’.
SEC. 412. NATIONAL UNIFORMITY FOR NON-

PRESCRIPTION DRUGS AND COSMET-
ICS.

(a) NONPRESCRIPTION DRUGS.—Chapter VII
(21 U.S.C. 371 et seq.), as amended by section
411, is further amended by adding at the end the
following:

‘‘SUBCHAPTER F—NATIONAL UNIFORMITY FOR
NONPRESCRIPTION DRUGS AND PREEMPTION
FOR LABELING OR PACKAGING OF COSMETICS

‘‘SEC. 751. NATIONAL UNIFORMITY FOR NON-
PRESCRIPTION DRUGS.

‘‘(a) IN GENERAL.—Except as provided in sub-
section (b), (c)(1), (d), (e), or (f), no State or po-
litical subdivision of a State may establish or
continue in effect any requirement—

‘‘(1) that relates to the regulation of a drug
that is not subject to the requirements of section
503(b)(1) or 503(f)(1)(A); and

‘‘(2) that is different from or in addition to, or
that is otherwise not identical with, a require-
ment under this Act, the Poison Prevention
Packaging Act of 1970 (15 U.S.C. 1471 et seq.), or
the Fair Packaging and Labeling Act (15 U.S.C.
1451 et seq.).

‘‘(b) EXEMPTION.—
‘‘(1) IN GENERAL.—Upon application of a State

or political subdivision thereof, the Secretary
may by regulation, after notice and opportunity
for written and oral presentation of views, ex-
empt from subsection (a), under such conditions
as may be prescribed in such regulation, a State
or political subdivision requirement that—

‘‘(A) protects an important public interest that
would otherwise be unprotected, including the
health and safety of children;

‘‘(B) would not cause any drug to be in viola-
tion of any applicable requirement or prohibi-
tion under Federal law; and

‘‘(C) would not unduly burden interstate com-
merce.

‘‘(2) TIMELY ACTION.—The Secretary shall
make a decision on the exemption of a State or
political subdivision requirement under para-
graph (1) not later than 120 days after receiving
the application of the State or political subdivi-
sion under paragraph (1).

‘‘(c) SCOPE.—
‘‘(1) IN GENERAL.—This section shall not apply

to—
‘‘(A) any State or political subdivision re-

quirement that relates to the practice of phar-
macy; or

‘‘(B) any State or political subdivision re-
quirement that a drug be dispensed only upon
the prescription of a practitioner licensed by law
to administer such drug.

‘‘(2) SAFETY OR EFFECTIVENESS.—For purposes
of subsection (a), a requirement that relates to
the regulation of a drug shall be deemed to in-
clude any requirement relating to public infor-
mation or any other form of public communica-
tion relating to a warning of any kind for a
drug.

‘‘(d) EXCEPTIONS.—
‘‘(1) IN GENERAL.—In the case of a drug de-

scribed in subsection (a)(1) that is not the sub-
ject of an application approved under section
505 or section 507 (as in effect on the day before
the date of enactment of the Food and Drug Ad-
ministration Modernization Act of 1997) or a
final regulation promulgated by the Secretary
establishing conditions under which the drug is
generally recognized as safe and effective and
not misbranded, subsection (a) shall apply only
with respect to a requirement of a State or polit-
ical subdivision of a State that relates to the
same subject as, but is different from or in addi-
tion to, or that is otherwise not identical with—

‘‘(A) a regulation in effect with respect to the
drug pursuant to a statute described in sub-
section (a)(2); or

‘‘(B) any other requirement in effect with re-
spect to the drug pursuant to an amendment to
such a statute made on or after the date of en-
actment of the Food and Drug Administration
Modernization Act of 1997.

‘‘(2) STATE INITIATIVES.—This section shall
not apply to a State requirement adopted by a
State public initiative or referendum enacted
prior to September 1, 1997.

‘‘(e) NO EFFECT ON PRODUCT LIABILITY
LAW.—Nothing in this section shall be construed
to modify or otherwise affect any action or the
liability of any person under the product liabil-
ity law of any State.

‘‘(f) STATE ENFORCEMENT AUTHORITY.—Noth-
ing in this section shall prevent a State or politi-
cal subdivision thereof from enforcing, under
any relevant civil or other enforcement author-
ity, a requirement that is identical to a require-
ment of this Act.’’.

(b) INSPECTIONS.—Section 704(a)(1) (21 U.S.C.
374(a)(1)) is amended by striking ‘‘prescription
drugs’’ each place it appears and inserting
‘‘prescription drugs, nonprescription drugs in-
tended for human use,’’.

(c) MISBRANDING.—Subparagraph (1) of sec-
tion 502(e) (21 U.S.C. 352(e)(1)) is amended to
read as follows:

‘‘(1)(A) If it is a drug, unless its label bears,
to the exclusion of any other nonproprietary
name (except the applicable systematic chemical
name or the chemical formula)—

‘‘(i) the established name (as defined in sub-
paragraph (3)) of the drug, if there is such a
name;

‘‘(ii) the established name and quantity or, if
determined to be appropriate by the Secretary,
the proportion of each active ingredient, includ-
ing the quantity, kind, and proportion of any
alcohol, and also including whether active or
not the established name and quantity or if de-
termined to be appropriate by the Secretary, the
proportion of any bromides, ether, chloroform,
acetanilide, acetophenetidin, amidopyrine, anti-
pyrine, atropine, hyoscine, hyoscyamine, ar-
senic, digitalis, digitalis glucosides, mercury,
ouabain, strophanthin, strychnine, thyroid, or
any derivative or preparation of any such sub-
stances, contained therein, except that the re-
quirement for stating the quantity of the active
ingredients, other than the quantity of those
specifically named in this subclause, shall not
apply to nonprescription drugs not intended for
human use; and

‘‘(iii) the established name of each inactive in-
gredient listed in alphabetical order on the out-
side container of the retail package and, if de-
termined to be appropriate by the Secretary, on
the immediate container, as prescribed in regu-
lation promulgated by the Secretary, except that
nothing in this subclause shall be deemed to re-
quire that any trade secret be divulged, and ex-
cept that the requirements of this subclause

with respect to alphabetical order shall apply
only to nonprescription drugs that are not also
cosmetics and that this subclause shall not
apply to nonprescription drugs not intended for
human use.

‘‘(B) For any prescription drug the established
name of such drug or ingredient, as the case
may be, on such label (and on any labeling on
which a name for such drug or ingredient is
used) shall be printed prominently and in type
at least half as large as that used thereon for
any proprietary name or designation for such
drug or ingredient, except that to the extent
that compliance with the requirements of sub-
clause (ii) or (iii) of clause (A) or this clause is
impracticable, exemptions shall be established
by regulations promulgated by the Secretary.’’.

(d) COSMETICS.—Subchapter F of chapter VII,
as amended by subsection (a), is further amend-
ed by adding at the end the following:
‘‘SEC. 752. PREEMPTION FOR LABELING OR PACK-

AGING OF COSMETICS.
‘‘(a) IN GENERAL.—Except as provided in sub-

section (b), (d), or (e), no State or political sub-
division of a State may establish or continue in
effect any requirement for labeling or packaging
of a cosmetic that is different from or in addi-
tion to, or that is otherwise not identical with,
a requirement specifically applicable to a par-
ticular cosmetic or class of cosmetics under this
Act, the Poison Prevention Packaging Act of
1970 (15 U.S.C. 1471 et seq.), or the Fair Packag-
ing and Labeling Act (15 U.S.C. 1451 et seq.).

‘‘(b) EXEMPTION.—Upon application of a State
or political subdivision thereof, the Secretary
may by regulation, after notice and opportunity
for written and oral presentation of views, ex-
empt from subsection (a), under such conditions
as may be prescribed in such regulation, a State
or political subdivision requirement for labeling
or packaging that—

‘‘(1) protects an important public interest that
would otherwise be unprotected;

‘‘(2) would not cause a cosmetic to be in viola-
tion of any applicable requirement or prohibi-
tion under Federal law; and

‘‘(3) would not unduly burden interstate com-
merce.

‘‘(c) SCOPE.—For purposes of subsection (a), a
reference to a State requirement that relates to
the packaging or labeling of a cosmetic means
any specific requirement relating to the same as-
pect of such cosmetic as a requirement specifi-
cally applicable to that particular cosmetic or
class of cosmetics under this Act for packaging
or labeling, including any State requirement re-
lating to public information or any other form of
public communication.

‘‘(d) NO EFFECT ON PRODUCT LIABILITY
LAW.—Nothing in this section shall be construed
to modify or otherwise affect any action or the
liability of any person under the product liabil-
ity law of any State.

‘‘(e) STATE INITIATIVE.—This section shall not
apply to a State requirement adopted by a State
public initiative or referendum enacted prior to
September 1, 1997.’’.
SEC. 413. FOOD AND DRUG ADMINISTRATION

STUDY OF MERCURY COMPOUNDS IN
DRUGS AND FOOD.

(a) LIST AND ANALYSIS.—The Secretary of
Health and Human Services shall, acting
through the Food and Drug Administration—

(1) compile a list of drugs and foods that con-
tain intentionally introduced mercury com-
pounds, and

(2) provide a quantitative and qualitative
analysis of the mercury compounds in the list
under paragraph (1).

The Secretary shall compile the list required by
paragraph (1) within 2 years after the date of
enactment of the Food and Drug Administration
Modernization Act of 1997 and shall provide the
analysis required by paragraph (2) within 2
years after such date of enactment.

(b) STUDY.—The Secretary of Health and
Human Services, acting through the Food and
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Drug Administration, shall conduct a study of
the effect on humans of the use of mercury com-
pounds in nasal sprays. Such study shall in-
clude data from other studies that have been
made of such use.

(c) STUDY OF MERCURY SALES.—
(1) STUDY.—The Secretary of Health and

Human Services, acting through the Food and
Drug Administration and subject to appropria-
tions, shall conduct, or shall contract with the
Institute of Medicine of the National Academy
of Sciences to conduct, a study of the effect on
humans of the use of elemental, organic, or in-
organic mercury when offered for sale as a drug
or dietary supplement. Such study shall, among
other things, evaluate—

(A) the scope of mercury use as a drug or die-
tary supplement; and

(B) the adverse effects on health of children
and other sensitive populations resulting from
exposure to, or ingestion or inhalation of, mer-
cury when so used.
In conducting such study, the Secretary shall
consult with the Administrator of the Environ-
mental Protection Agency, the Chair of the
Consumer Product Safety Commission, and the
Administrator of the Agency for Toxic Sub-
stances and Disease Registry, and, to the extent
the Secretary believes necessary or appropriate,
with any other Federal or private entity.

(2) REGULATIONS.—If, in the opinion of the
Secretary, the use of elemental, organic, or inor-
ganic mercury offered for sale as a drug or die-
tary supplement poses a threat to human
health, the Secretary shall promulgate regula-
tions restricting the sale of mercury intended for
such use. At a minimum, such regulations shall
be designed to protect the health of children and
other sensitive populations from adverse effects
resulting from exposure to, or ingestion or inha-
lation of, mercury. Such regulations, to the ex-
tent feasible, should not unnecessarily interfere
with the availability of mercury for use in reli-
gious ceremonies.
SEC. 414. INTERAGENCY COLLABORATION.

Section 903 (21 U.S.C. 393), as amended by sec-
tion 406, is further amended by inserting after
subsection (b) the following:

‘‘(c) INTERAGENCY COLLABORATION.—The Sec-
retary shall implement programs and policies
that will foster collaboration between the Ad-
ministration, the National Institutes of Health,
and other science-based Federal agencies, to en-
hance the scientific and technical expertise
available to the Secretary in the conduct of the
duties of the Secretary with respect to the devel-
opment, clinical investigation, evaluation, and
postmarket monitoring of emerging medical
therapies, including complementary therapies,
and advances in nutrition and food science.’’.
SEC. 415. CONTRACTS FOR EXPERT REVIEW.

Chapter IX (21 U.S.C. 391 et seq.), as amended
by section 214, is further amended by adding at
the end the following:
‘‘SEC. 907. CONTRACTS FOR EXPERT REVIEW.

‘‘(a) IN GENERAL.—
‘‘(1) AUTHORITY.—The Secretary may enter

into a contract with any organization or any in-
dividual (who is not an employee of the Depart-
ment) with relevant expertise, to review and
evaluate, for the purpose of making rec-
ommendations to the Secretary on, part or all of
any application or submission (including a peti-
tion, notification, and any other similar form of
request) made under this Act for the approval or
classification of an article or made under sec-
tion 351(a) of the Public Health Service Act (42
U.S.C. 262(a)) with respect to a biological prod-
uct. Any such contract shall be subject to the
requirements of section 708 relating to the con-
fidentiality of information.

‘‘(2) INCREASED EFFICIENCY AND EXPERTISE
THROUGH CONTRACTS.—The Secretary may use
the authority granted in paragraph (1) when-
ever the Secretary determines that use of a con-
tract described in paragraph (1) will improve the
timeliness of the review of an application or

submission described in paragraph (1), unless
using such authority would reduce the quality,
or unduly increase the cost, of such review. The
Secretary may use such authority whenever the
Secretary determines that use of such a contract
will improve the quality of the review of an ap-
plication or submission described in paragraph
(1), unless using such authority would unduly
increase the cost of such review. Such improve-
ment in timeliness or quality may include pro-
viding the Secretary increased scientific or tech-
nical expertise that is necessary to review or
evaluate new therapies and technologies.

‘‘(b) REVIEW OF EXPERT REVIEW.—
‘‘(1) IN GENERAL.—Subject to paragraph (2),

the official of the Food and Drug Administra-
tion responsible for any matter for which expert
review is used pursuant to subsection (a) shall
review the recommendations of the organization
or individual who conducted the expert review
and shall make a final decision regarding the
matter in a timely manner.

‘‘(2) LIMITATION.—A final decision by the Sec-
retary on any such application or submission
shall be made within the applicable prescribed
time period for review of the matter as set forth
in this Act or in the Public Health Service Act
(42 U.S.C. 201 et seq.).’’.
SEC. 416. PRODUCT CLASSIFICATION.

Subchapter E of chapter V, as amended by
section 404, is further amended by adding at the
end the following:
‘‘SEC. 563. CLASSIFICATION OF PRODUCTS.

‘‘(a) REQUEST.—A person who submits an ap-
plication or submission (including a petition,
notification, and any other similar form of re-
quest) under this Act for a product, may submit
a request to the Secretary respecting the classi-
fication of the product as a drug, biological
product, device, or a combination product sub-
ject to section 503(g) or respecting the compo-
nent of the Food and Drug Administration that
will regulate the product. In submitting the re-
quest, the person shall recommend a classifica-
tion for the product, or a component to regulate
the product, as appropriate.

‘‘(b) STATEMENT.—Not later than 60 days after
the receipt of the request described in subsection
(a), the Secretary shall determine the classifica-
tion of the product under subsection (a), or the
component of the Food and Drug Administra-
tion that will regulate the product, and shall
provide to the person a written statement that
identifies such classification or such component,
and the reasons for such determination. The
Secretary may not modify such statement except
with the written consent of the person, or for
public health reasons based on scientific evi-
dence.

‘‘(c) INACTION OF SECRETARY.—If the Sec-
retary does not provide the statement within the
60-day period described in subsection (b), the
recommendation made by the person under sub-
section (a) shall be considered to be a final de-
termination by the Secretary of such classifica-
tion of the product, or the component of the
Food and Drug Administration that will regu-
late the product, as applicable, and may not be
modified by the Secretary except with the writ-
ten consent of the person, or for public health
reasons based on scientific evidence.’’.
SEC. 417. REGISTRATION OF FOREIGN ESTAB-

LISHMENTS.
Section 510(i) (21 U.S.C. 360(i)) is amended to

read as follows:
‘‘(i)(1) Any establishment within any foreign

country engaged in the manufacture, prepara-
tion, propagation, compounding, or processing
of a drug or a device that is imported or offered
for import into the United States shall register
with the Secretary the name and place of busi-
ness of the establishment and the name of the
United States agent for the establishment.

‘‘(2) The establishment shall also provide the
information required by subsection (j).

‘‘(3) The Secretary is authorized to enter into
cooperative arrangements with officials of for-

eign countries to ensure that adequate and ef-
fective means are available for purposes of de-
termining, from time to time, whether drugs or
devices manufactured, prepared, propagated,
compounded, or processed by an establishment
described in paragraph (1), if imported or of-
fered for import into the United States, shall be
refused admission on any of the grounds set
forth in section 801(a).’’.
SEC. 418. CLARIFICATION OF SEIZURE AUTHOR-

ITY.
Section 304(d)(1) (21 U.S.C. 334(d)(1)) is

amended—
(1) in the fifth sentence, by striking ‘‘para-

graphs (1) and (2) of section 801(e)’’ and insert-
ing ‘‘subparagraphs (A) and (B) of section
801(e)(1)’’; and

(2) by inserting after the fifth sentence the fol-
lowing: ‘‘Any person seeking to export an im-
ported article pursuant to any of the provisions
of this subsection shall establish that the article
was intended for export at the time the article
entered commerce.’’.
SEC. 419. INTERSTATE COMMERCE.

Section 709 (21 U.S.C. 379a) is amended by
striking ‘‘a device’’ and inserting ‘‘a device,
food, drug, or cosmetic’’.
SEC. 420. SAFETY REPORT DISCLAIMERS.

Chapter VII (21 U.S.C. 371 et seq.), as amend-
ed by section 412, is further amended by adding
at the end the following:

‘‘SUBCHAPTER G—SAFETY REPORTS

‘‘SEC. 756. SAFETY REPORT DISCLAIMERS.
‘‘With respect to any entity that submits or is

required to submit a safety report or other infor-
mation in connection with the safety of a prod-
uct (including a product that is a food, drug,
device, dietary supplement, or cosmetic) under
this Act (and any release by the Secretary of
that report or information), such report or infor-
mation shall not be construed to reflect nec-
essarily a conclusion by the entity or the Sec-
retary that the report or information constitutes
an admission that the product involved mal-
functioned, caused or contributed to an adverse
experience, or otherwise caused or contributed
to a death, serious injury, or serious illness.
Such an entity need not admit, and may deny,
that the report or information submitted by the
entity constitutes an admission that the product
involved malfunctioned, caused or contributed
to an adverse experience, or caused or contrib-
uted to a death, serious injury, or serious ill-
ness.’’.
SEC. 421. LABELING AND ADVERTISING REGARD-

ING COMPLIANCE WITH STATUTORY
REQUIREMENTS.

Section 301 (21 U.S.C. 331) is amended by
striking paragraph (l).
SEC. 422. RULE OF CONSTRUCTION.

Nothing in this Act or the amendments made
by this Act shall be construed to affect the ques-
tion of whether the Secretary of Health and
Human Services has any authority to regulate
any tobacco product, tobacco ingredient, or to-
bacco additive. Such authority, if any, shall be
exercised under the Federal Food, Drug, and
Cosmetic Act as in effect on the day before the
date of the enactment of this Act.

TITLE V—EFFECTIVE DATE
SEC. 501. EFFECTIVE DATE.

Except as otherwise provided in this Act, this
Act and the amendments made by this Act, other
than the provisions of and the amendments
made by sections 111, 121, 125, and 307, shall
take effect 90 days after the date of enactment
of this Act.

And the House agree to the same.

That the House recede from its amendment
to the title of the bill.

TOM BLILEY,
MICHAEL BILIRAKIS,
JOE BARTON,
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JAMES GREENWOOD,
RICHARD BURR,
ED WHITFIELD,
JOHN D. DINGELL,
SHERROD BROWN,
HENRY A. WAXMAN,
RON KLINK,

Managers of the Part of the House.

JIM JEFFORDS,
DAN COATS,
JUDD GREGG,
BILL FRIST,
MIKE DEWINE,
EDWARD M. KENNEDY,
CHRISTOPHER DODD,
TOM HARKIN,
BARBARA A. MIKULSKI,

Managers on the Part of the Senate.
JOINT EXPLANATORY STATEMENT OF

THE COMMITTEE OF CONFERENCE
The managers on the part of the House and

the Senate at the conference on the disagree-
ing votes of the two Houses on the amend-
ments of the House to the bill (S. 830) to
amend the Federal Food, Drug, and Cosmetic
Act and the Public Health Service Act to im-
prove the regulation of food, drugs, devices,
and biological products, and for other pur-
poses, submit the following joint statement
to the House and the Senate in explanation
of the effect of the action agreed upon by the
managers and recommended in the accom-
panying conference report:

The House amendment to the text of the
bill struck all of the Senate bill after the en-
acting clause and inserted a substitute text.

The Senate recedes from its disagreement
to the amendment of the House with an
amendment that is substitute for the Senate
bill and the House amendment. The dif-
ferences between the Senate bill, the House
amendment, and the substitute agreed to in
conference are noted below, except for cleri-
cal corrections, conforming changes made
necessary by agreements reached by the con-
ferees, and minor drafting and clerical
changes.

The conference agreement on S. 830, the
Food and Drug Administration Moderniza-
tion Act of 1997, provides for (1) the reau-
thorization of the Prescription Drug User
Fee Act of 1992; (2) the improvement of regu-
lation of drugs through such reforms as
those pertaining to pediatric studies of
drugs, procedures relating to fast track
drugs, health care economic information, na-
tional uniformity for over-the-counter drugs
and cosmetics, and data requirements for
drugs and biological products; (3) the im-
provement of regulation of medical devices
through such reforms as those pertaining to
device standards and data requirements, pro-
cedures relating to humanitarian and break-
through devices, tracking and postmarket
surveillance, and accredited party review; (4)
the improvement of regulation of food
through such reforms as those pertaining to
the timetable and regulatory authority of
the Secretary in processing health and nutri-
ent content claims, food contact substance
notifications, and information relating to ir-
radiation treatment; and (5) general provi-
sions pertaining to the dissemination of in-
formation, expanded access to investiga-
tional therapies, and consumer access to in-
formation about clinical trials of investiga-
tional therapies.

Certain matters agreed to in conference
are noted below:

TITLE I—IMPROVING REGULATION OF DRUGS

Prescription Drug User Fee Act (Subtitle A)
The conferees believe it is important to

place the PDUFA reauthorization provisions
of the Act in the overall context of the budg-
etary agreements which have been put into
place by the 1997 Balanced Budget Agree-

ments (BBA). This Act preserves the original
PDUFA adjustment factor and therefore the
basic understanding behind the 1992 enact-
ment of this provision: that is, the industry
willingness to pay user fees for enhanced per-
formance in the drug approval process. Nev-
ertheless the conferees acknowledge that the
1997 BBA places tight constraints on the ap-
propriations process, particularly in the out
years. The conferees expect the appropri-
ators will make every effort to meet the
trigger so that FDA is allowed to collect and
expend user fees. However, it must be ac-
knowledged that particularly in the fifth
year of BBA, budgetary pressures on all dis-
cretionary spending will be great.

Breakdowns of the actual spending levels
at FDA have not traditionally been provided
to the appropriators, making it difficult to
conduct oversight. Beginning in Fiscal Year
1998, appropriators will require FDA to sub-
mit a directed operating budget as part of
the annual budget request. This will serve as
a functional breakdown of how appropriated
dollars are spent, similar to the report FDA
submits annually to show how the agency
spent collected PDUFA user fees.

The conferees expect the President’s budg-
etary request for FDA for salaries and ex-
penses to meet the PDUFA levels specified
for each of these years and not be based on
any assumption of the enactment of new sub-
stitutive user fees on other FDA regulated
industries.
Pediatric studies of drugs (Sec. 111)

The conference agreement provides that if
the Secretary determines that information
about a drug may produce health benefits in
a pediatric population and makes a written
request for pediatric studies (including a
time frame for completing the studies), and
the studies are completed and are accepted
by the Secretary, then the sponsor or manu-
facturer will qualify for 6 months of extra
market exclusivity. The agreement author-
izes the Secretary to determine the time
frame for completing the studies, but the
conferees emphasize that such studies should
be sought, conducted, and completed at the
earliest possible opportunity. The conferees
do not intend that such studies be artifi-
cially timed for market advantage.

The agreement provides that no new mar-
ket exclusivity may be applied to any new
drug for which a new drug application is sub-
mitted after January 1, 2002. However, the
agreement provides a continuation of the
program for certain drugs already on the
market on the date of enactment. The pur-
pose of this limited extension is to ensure
that, with respect to such already marketed
drugs, exclusivity remains available if the
Secretary determines there is a continuing
need for additional information relating to
the use of such drugs that may promote
health benefits in the pediatric population.
This is applicable only to drugs already in-
cluded on the list under subsection (b) as of
January 1, 2002. The Secretary will not list
any additional drugs under Section 505A(b)
after January 1, 2002. These drugs will be eli-
gible for the applicable 6-month time exten-
sion if the requested studies satisfy all re-
quirements of the section.

The conferees expect the Secretary to con-
sult with experts in pediatric research to de-
velop the list of drugs under subsection (b),
and to set priorities for studies on these
drugs. Such experts should include rep-
resentatives from the American Academy of
Pediatrics, the Pediatric Pharmacology Re-
search Unit (PPRU) Network, and the U.S.
Pharmacopeia. The conferees note particu-
larly the excellent efforts of NIH, especially
through the PPRU Network, which will con-
tribute significantly to this effort.

The conference agreement also requires
that a study be conducted on the program,

by January 1, 2001, that reviews all aspects of
the program, including its impact on the
price and availability of drugs and the avail-
ability of generic drugs.

With respect to any requested studies
under this provision, the conferees intend
that data collected prior to a request or re-
quirement by the Secretary may be used, in
addition to data collected after such request
or requirement in satisfying the provisions
of this section.
Clinical investigations (Sec. 115)

The conferees note that the requirement
for the Secretary to review existing guidance
and develop additional guidance, as appro-
priate, on the inclusion of women and mi-
norities in clinical trials does not require
participation of women and minorities in
any particular trial. Furthermore, FDA is
required to consult with the National Insti-
tutes of Health, which has developed inclu-
sion guidelines for subjects in federally fund-
ed clinical research, and with representa-
tives of the drug manufacturing industry, to
ensure that ethical, scientific, and legal is-
sues specific to privately funded clinical re-
search are considered. The conferees expect
FDA to set forth its general policy regard-
ing: the inclusion of women and minorities
in drug development research; population-
specific analyses of clinical data and assess-
ment of potential pharmacokinetic dif-
ferences; and the conduct of specific addi-
tional studies in women or minorities, where
appropriate.
Content and review of applications (Sec. 119)

The Secretary is required to meet with an
applicant if the applicant makes a reason-
able written request for a meeting for the
purpose of reaching agreement on the design
and size of studies, if the sponsor provides
the information necessary to discuss and
reach agreement on the design and size of
such studies. The Secretary may refuse to
meet if the sponsor does not provide such in-
formation or if the Secretary determines
that such meeting is premature or would not
be useful.
Positron emission tomography (Sec. 121)

The conference agreement provides for reg-
ulation of positron emission tomography
(PET) drugs and replaces earlier industry
guidance and regulatory standards for PET
products promulgated by the FDA. The
agreement provides that, until the Secretary
establishes procedures under subsection
(c)(1) described below, neither a New Drug
Application (NDA) nor an Abbreviated New
Drug Application (ANDA) is required by a li-
censed practitioner to produce a compounded
PET product in accordance with United
States Pharmacopiea (USP) standards.

The agreement requires the Secretary, in
two years to establish procedures for approv-
ing PET products, including compounded
PET products, and good manufacturing prac-
tices for such products, taking account of
relevant differences between commercial
manufacturers and non-profit organizations
and in consultation with patient groups,
physicians, and others. The Secretary may
not require NDAs or ANDAs for these prod-
ucts for four years (or two years after the
procedures mentioned above are established).

A compounded PET drug, by definition,
must be compounded pursuant to a valid pre-
scription order and in accordance with state
law, among other requirements. A PET drug
that fails to meet these requirements is not
a ‘‘compounded PET drug’’ and therefore is
not exempt from section 501(a)(2)(B) (21 USC
351(a)(2)(B)) or from subsections (b) and (j) of
section 505 (21 USC 355). PET drugs that fail
to meet the definition of a ‘‘compounded
PET drug’’ shall be subject to the procedures
and requirements established by the Sec-
retary under subsection (c)(1).
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Application of Federal law to practice of phar-

macy compounding (Sec. 127)

The conference report includes provisions
on pharmacy compounding that reflect the
conferees’ extensive work with the Food and
Drug Administration and other interested
parties to reach consensus. It is the intent of
the conferees to ensure continued availabil-
ity of compounded drug products as a compo-
nent of individualized therapy, while limit-
ing the scope of compounding so as to pre-
vent manufacturing under the guise of
compounding. Section 503A establishes pa-
rameters under which compounding is appro-
priate and lawful. The conditions set forth in
Section 503A should be used by the state
boards of pharmacy and medicine for proper
regulation of pharmacy compounding in ad-
dition to existing state-specific regulations.

The conferees intend that, as defined in
subparagraph (b)(2), copies of commercially
available drug products do not include drug
products in which the change from the com-
mercially available drug product produces a
‘‘significant difference’’ for the particular
patient. For example, the removal of a dye
from a commercially available drug product
for a particular patient who is allergic to
such dye shall be presumed to be a ‘‘signifi-
cant difference.’’ The conferees expect that
FDA and the courts will accord great def-
erence to the licensed prescriber’s judgement
in determining whether the change produces
a ‘‘significant difference.’’ However, where it
is readily apparent, based on the cir-
cumstances, the ‘‘significant difference’’ is a
mere pretext to allow compounding of prod-
ucts that are essentially copies of commer-
cially available products, such compounding
would be considered copying of commercially
available products and would not qualify for
the compounding exemptions if it is done
regularly or in inordinate amounts. Such cir-
cumstances may include, for example, in-
stances in which minor changes in strength
(such as from .08% to .09% are made that are
not known to be significant or instances in
which the prescribing physician is receiving
financial remuneration or other financial in-
centives to write prescription for
compounded products.

The conferees also expect that the Sec-
retary will develop the list of bulk drug sub-
stances described in subsection
(b)(1)(A)(i)(III) within one year from the date
of enactment. It is the intent of the con-
ferees that the criteria used to develop the
list of bulk drug substances and the list it-
self are to be developed in consultation with
the United States Pharmacopoeia. The con-
ferees further intend that where evidence re-
lating to an approval under Section 505 does
not exist, the Secretary shall consider other
criteria. Finally, the conferees intend that
after this list is published, organizations
may petition the FDA for inclusion of addi-
tional substances on the aforementioned list.

The memorandum of understanding de-
scribed in Paragraph (b)(3)(B)(i) shall provide
guidance on the meaning of inordinate
amounts, including any circumstances under
which the compounding of drug products for
interstate shipment in excess of 5 percent of
total prescription order would be included in
a ‘‘safe harbor’’ of interstate shipments of
compounded products that shall not be
deemed inordinate.

As stated in paragraph (e), nothing in Sec-
tion 503A is intended to change or otherwise
affect current law with respect to
radiopharmaceuticals, including PET drugs.
Further, as stated in paragraph (f), the term
compounding does not include mixing recon-
stituting or other such acts that are per-
formed in accordance with directions con-
tained in approved labeling provided by the
product’s manufacturer and other manufac-

turer directions consistent with that label-
ing. Nothing in this provision is intended to
change or otherwise affect the Act with re-
spect to reconstitution or other similar proc-
essing that is done pursuant to a manufac-
turer’s approved labeling, and other direc-
tions from such manufacturer that are con-
sistent with that labeling. In general, such
practices, as performed by a licensed practi-
tioner for an identified individual patient,
are appropriately regulated by state boards
of pharmacy. The conferees intend that fa-
cilities required to register with the FDA,
including those which are engaged in non-pa-
tient specific compounding and reconstitu-
tion activities, are appropriately regulated
under the Federal Food, Drug and Cosmetic
Act.

Finally, with regard to the effective date
described in paragraph (b), the conferees ex-
pect the FDA to work diligently to consult
with necessary parties to promulgate the re-
quired regulations and lists. Nothing in para-
graph (b) is intended to abrogate the Sec-
retary’s responsibility to promulgate such
regulations through the notice and comment
rulemaking process.

Reauthorization of the Clinical Pharmacology
Program (Sec. 128)

The conference agreement extends through
fiscal year 2002 the authorization of appro-
priations of the Clinical Pharmacology
Training Program, a program originally au-
thorized under section 2(b) of P.L. 102–222.
Nothing in this section of the agreement pro-
hibits the Secretary from continuing the
awarding of grants to the original and cur-
rent grantees. The conferees strongly rec-
ommend that the Secretary continue the de-
velopment of the clinical pharmacology pro-
grams at the colleges and universities origi-
nally selected to participate in the program.

Regulations for sunscreen products (Sec. 129)

The conference agreement includes a pro-
vision requiring FDA to continue diligently
with its work to complete its rulemaking
process on sunscreen products and to issue
regulations within 18 months. The conferees
recognize that various technical and sci-
entific issues may take longer to resolve
than other aspects of the rulemaking. The
conferees do not intend that all regulation in
this area be complete or comprehensive by a
specified date.

TITLE II—IMPROVING REGULATION OF DEVICES

Scope of review (Sec. 205)

The conference agreement addresses the
issue of regulatory burden by ensuring that
the impact of the Secretary’s necessary re-
view, approval, and oversight functions is
not inappropriate. This assurance is achieved
by requiring the Secretary to consider, in
consultation with an applicant for device ap-
proval, the method for evaluating the de-
vice’s effectiveness that would be appro-
priate, least burdensome, and reasonably
likely to result in the device’s approval. The
conferees believe that this language is nec-
essary to and consistent with improving
communications between the FDA and regu-
lated persons, increasing regulatory effi-
ciency, and decreasing the length of product
review and approval.

Premature notification (Sec. 206)

The conference agreement exempts class I
devices from premarket notification under
section 510(k), except those types that
present a potential unreasonable risk of ill-
ness or injury, or that are of substantial im-
portance in preventing impairment of human
health. The agreement also requires the Sec-
retary to publish a notice listing the types of
class II devices that are exempt from pre-
market notification. The Secretary must
publish this initial list within 60 days.

Thereafter, class II devices may be exempted
by the Secretary on the Secretary’s own ini-
tiative or through a petition process. the
agreement provides that the Secretary must
respond to any such petition within 180 days
or the petition will be deemed granted.

The conferees do not intend by this provi-
sion that the Secretary should up-classify
low-risk class I device in order to avoid ex-
empting them. The conferees believe the ap-
propriate exemption of class I and certain
class II devices will allow the Secretary to
expend limited premarket review resources
on potentially risky and technologically ad-
vanced devices. Focusing resources in this
manner will ensure the public continues to
be adequately protected and will still benefit
from the earlier availability of new products.
Accredited party review (Sec. 210)

The conference agreement makes modifica-
tions to the House and Senate provisions es-
tablishing the process by which the Sec-
retary will accredit person to review and ini-
tially classify 510(k) devices. The agree-
ment’s provisions relating to the scope and
the duration of the pilot program specify
that an accredited person may not review a
class III device, a class II device that is per-
manently implantable, life-sustaining or
life-supporting, or a class II device for which
clinical data are required. The latter cat-
egory is limited in size to not more than six
percent of all 510(k) submissions. In addition,
the agreement provides for the termination
of the pilot program after the Secretary has
met specified targets for inclusion of eligible
devices.
Reports (Sec. 213)

The conference agreement amends Section
519 of the Federal Food, Drug and Cosmetic
Act to reduce the reporting requirements for
device distributors. Manufacturers and im-
porters, however, are required to comply
with the existing requirements for medical
device reporting. The amendment to section
519(a)(9) requires distributors to keep records
and make them available to the Secretary on
request. Because distributors will no longer
be submitting reports to the Secretary, cop-
ies of reports would also not be sent to the
manufacturers. This is not intended to pro-
vide the FDA with any new statutory au-
thority to require distributors to keep addi-
tional records; it merely clarifies that exist-
ing record keeping requirements of section
519(a) continue to apply. This provision also
removes the registration, listing, and report-
ing requirements for distributors under sec-
tion 510. Since user facilities and manufac-
turers submit medical device reports to the
FDA, there is no need for additional report-
ing by distributors. The FDA is urged to
allow all record keeping, including distribu-
tor record keeping, to be accomplished
through either electronic means or written
documentation. The FDA is also urged to re-
vise its current regulations on distributor
record keeping (21 C.F.R. § 804.35(b)) to pro-
vide that distributors need only keep records
of complaints for six years from the date a
complaint is received by the distributor, con-
sistent with the longest statutes of limita-
tions under State tort laws. Currently, FDA
regulations require distributors to keep
records for two years from the date of the
record of complaint or the expected life of
the device, whichever is greater. It is the in-
tent of the conferees to simplify these re-
quirements, since distributors, unlike manu-
facturers, are not able to determine the ex-
pected life of a device. Since these records
will be kept by manufacturers as well, it is
unnecessarily burdensome for distributors to
keep these records for other than a fixed pe-
riod of time.

The conferees expect the FDA to modify
its regulations under Sec. 519(f) to ensure
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that the reports under this section are not
required from any manufacturer, importer,
or distributor who also is regulated and re-
quired to make such reports under the Radi-
ation Control for Health and Safety Act of
1968 (21 U.S.C. 36011).

Practice of medicine (Sec. 214)

The conference agreement includes a pro-
vision intended by the conferees to empha-
size that the FDA should not interfere in the
practice of medicine. Specifically, the con-
ferees note that the off-label use of a medical
device by a physician using his or her best
medical judgment in determining how and
when to use the medical product for the care
of a particular patient is not the province of
the FDA. It is the intent of the conferees
that this provision not be construed to affect
medical professional liability.

TITLE III—IMPROVING REGULATION OF FOOD

Flexibility for regulations regarding claims (Sec.
301)

The conference agreement clarifies the pa-
rameters within which the Secretary may
use the interim final rulemaking authority
established under this section. This author-
ity enables the Secretary to make proposed
regulations on claims effective upon publica-
tion, pending consideration of public com-
ment and publication of a final regulation.
The conferees’ clarifying language empha-
sizes that this authority may be used when
the Secretary determines that it is necessary
to enable the Secretary to improve consumer
access to important dietary information and
to ban or modify a claim in a prompt fash-
ion. The conferees’ intent in creating this ex-
pedited rulemaking authority for health and
nutrient content claims is that it be used
primarily to expedite the review of petitions
for health and nutrient content claims based
on authoritative statements.

Health and nutrient content claims (Secs. 303,
304)

The conference agreement makes stream-
lined procedures available for the Secretary
to permit more scientifically sound nutri-
tion information to be provided to consum-
ers through health and nutrient content
claims. This process is triggered by authori-
tative statements of entities such as the Na-
tional Institutes of Health (NIH) and the
Centers for Disease Control and Prevention
(CDC), and the National Academy of
Sciences (NAS). Although the provision spe-
cifically permits claims to be made on the
basis of a statement produced by subsidiaries
of NAS, the conferees intend that the lack of
similar language with respect to entities
such as NIH and CDC be interpreted as a re-
flection of the desire of the conferees that
statements issued by entities such as NIH
and CDC reflect consensus within those in-
stitutions. The agreement makes minor
modifications to the House provisions on
health and nutrient content claims to expe-
dite the process by which such claims are
processed. As part of the submissions to the
Secretary for health claims based on author-
itative statements, a balanced representa-
tion of the scientific literature may include
a bibliography of such literature.

Disclosure of irradiation (Sec. 306)

The conference agreement ensures that no
existing provision of the Federal Food Drug
and Cosmetic Act will be considered to re-
quire a separate radiation disclosure state-
ment that is more prominent than the dec-
laration of ingredients on the food label. To
ensure the intended effect of this provision,
the conferees direct the Secretary promptly
to publish for public comment proposed
amendments to current regulations relating
to the labeling of foods treated with ionizing
radiation. The conferees expect final regula-

tions to be issued not more than 12 months
after the date of enactment of this measure.
The public comment process should be uti-
lized by the Secretary to provide an oppor-
tunity to comment on whether the regula-
tions should be amended to revise the pre-
scribed nomenclature for the labeling of irra-
diated foods and on whether such labeling re-
quirements should expire at a specified date
in the future. The conferees intend for any
required disclosure to be of a type and char-
acter such that it would not be perceived to
be a warning or give rise to inappropriate
consumer anxiety.

Food contact substances (Sec. 309)

The conference agreement establishes a
notification process for the regulation of
components of food packaging, known as
food contact substances, which is intended to
expedite authorization of the marketing of a
food contact substance except where the Sec-
retary determines that submission and re-
view of a food additive petition is necessary
to provide adequate determination of safety.
The agreement also authorizes appropria-
tions to finance the costs of the new notifi-
cation process. To protect the Agency from
having to reallocate resources within CFSAN
to meet the costs of implementation, the
agreement provides that implementation is
to be triggered only when the FDA receives
an appropriation sufficient to fund the pro-
gram. The conferees strongly encourage the
House and Senate to appropriate the funds
authorized. The conferees also urge the Com-
mittees of jurisdiction, when reauthorizing
the notification program, to reevaluate fully
its operational effectiveness, the appro-
priateness of its timeframes, the adequacy of
funding, and its protection of the public
health.

On the subject of food contact substances,
the conferees wish to commend the FDA and
the Environmental Protection Agency (EPA)
for developing an Administration policy on
the question of returning from EPA to FDA
regulatory authority over antimicrobials
used as food contact substances. This policy
addresses the uncertainty unintentionally
created by the Food Quality Protection Act
of 1996 (FQPA) over the authority for regu-
lating antimicrobials used as food contact
substances. Although the legislative lan-
guage effecting this policy was considered by
the conferees to be outside the scope of this
conference, the conferees acknowledge the
significant need for this change and urge
FDA and EPA to continue to work with the
Congress to identify and develop an appro-
priate and expeditious vehicle for action on
this matter. In the interim, the conferees
urge the agencies not to delay active review
of pending petitions and the pursuit of the
most immediate means to achieve resolution
of this jurisdictional issue.

TITLE IV—GENERAL PROVISIONS

Dissemination of treatment information (Sec.
401)

The conference agreement’s inclusion of
this section is intended to provide that
health care practitioners can obtain impor-
tant scientific information about uses that
are not included in the approved labeling of
drugs, biological products, and devices. The
conferees also wish to encourage that these
new uses be included on the product label.
Therefore, the agreement includes strong in-
centives to conduct the research needed and
file a supplemental application for such uses.
A manufacturer who seeks to disseminate in-
formation about a new use must either cer-
tify that it will file a supplemental applica-
tion or must submit a proposed protocol and
schedule for conducting the necessary stud-
ies and a certification that a supplemental
application will be filed.

Although the conferees intend to ensure
that the research is undertaken to get new
uses on product labels, the conferees also
recognize that there may be limited cir-
cumstances when it is appropriate to exempt
a manufacturer from the requirement to file
a supplemental application. In making the
determination of whether to grant an exemp-
tion pursuant to subsection (d)(2), the Sec-
retary may consider, among other factors,
whether: the new use meets the require-
ments of section 186(t)(2)(B) of the Social Se-
curity Act; a medical specialty society that
is represented in or recognized by the Coun-
cil of Medical Specialty Societies (or is a
subspecialty of such society) or is recognized
by the American Osteopathic Association,
has found that the new use is consistent with
sound medical practice; the new use is de-
scribed in a recommendation or medical
practice guideline of a Federal health agen-
cy, including the National Institutes of
Health, the Agency for Health Care Policy
Research and the Centers for Disease Control
and Prevention of the Department of Health
and Human Services; the new use is de-
scribed in one of three compedia: The U.S.
Pharmacopeia-Drug Information, the Amer-
ican Medical Association Drug Evaluation,
or the American Hospital Association For-
mulary Service Drug Information; the new
use involves a combination of products of
more than one sponsor of a new drug applica-
tion, a biological license application, a de-
vice premarket notification, or a device pre-
market approval application; or the patent
status of the product.

The conferees recognize that there may be
cases where the size of the patient popu-
lation may be cause for the Secretary to de-
termine that a supplemental application
should not be filed. However, this is intended
to be the exception, rather than the rule, in
the case of populations suffering from or-
phan or rare disorders. For many years, this
Congress has sought to encourage research
into orphan diseases and the approval of in-
novative drugs for their treatment. The Sec-
retary should examine very carefully wheth-
er an exemption from filing a supplemental
application might hinder such research and
recognize the vital importance of encourag-
ing application for new drugs and new drug
uses intended to treat rare disorders.
Expanded access to investigational therapies

and diagnostics (Sec. 402)
The conference report provides statutory

direction to expand access programs and em-
phasizes that opportunities to participate in
expanded access programs are available to
every individual with a life-threatening or
seriously debilitating illness for which there
is not an effective, approved therapy. The
conferees note that they purposely used
broad language in this section relating to
‘‘serious’’ conditions, without attempting to
define them, in order to permit wide flexibil-
ity in implementation. Illnesses that do not
cause death, or imminent death, can none-
theless destroy the lives of both patients and
their families. The conferees therefore in-
tend that the seriousness of an illness be
given broad consideration, to take into ac-
count all of the circumstances involved.

Currently, Federal law allows drug compa-
nies to make experimental drugs available,
under specific circumstances, to seriously
and terminally ill patients. However, compa-
nies are often reluctant to do so because
they fear that inclusion of data on such very
ill patients will jeopardize the approval of
their product because these patients’ medi-
cal progress on any therapy may conflict
with or be inconsistent with data from pa-
tients in the clinical studies. The conferees
request that the FDA evaluate ways to ad-
dress this problem, particularly for terminal
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patients who have failed existing approved
therapies.
Information system (Sec. 407)

The conferees intend that the information
system shall provide access to the informa-
tion by the applicant under conditions set by
the Secretary, except that access shall not
be provided under any particular form of in-
formation system to any applicant until ap-
propriate safeguards are in place to ensure
that integrity and confidentiality of the in-
formation for which access is provided.
Education and training (Sec. 408)

The conference agreement authorizes the
Centers of the FDA that conduct intramural
research to provide fellowships and training
to appropriate undergraduate, pre-doctoral,
and/or post-doctoral candidates. In the past,
FDA’s Centers provided for a limited number
of scientific training positions through Full
Time Equivalent programs or interagency
agreements with other federal agencies
which have the statutory authority to hire
trainees through third parties. However,
many of the benefits of the training program
have been reduced because FDA has not had
specific direct authority to conduct and sup-
port them. In light of the additional over-
head costs, reduced training flexibility, in-
creased paperwork, and hiring delays that
have resulted, it is increasingly difficult and
impractical for FDA to hire trainees as FTE
Service Fellows. As a result, the Intramural
Research and Training Authority authorized
here is intended to provide the FDA the au-
thority to conduct and support directly the
selection and training of fellows, allow more
efficient use of appropriated funds by reduc-
ing overhead and other costs, and permit the
training of such candidates as non-FTE posi-
tions. The conference agreement also pro-
vides similar authority for the Centers for
Disease Control and Prevention.
Centers for education and research on thera-

peutics (Sec. 409)
The conference agreement establishes a

demonstration program to conduct research
and increase awareness of new products and
ways to improve their effective use, and to
increase awareness of risks of both new uses
and combinations of therapies. In carrying
out this demonstration program, the Sec-
retary is directed to act through the Agency
for Health Care Policy and Research
(AHCPR) in consultation with the FDA Com-
missioner. The conferees designated AHCPR
as the lead agency because of its expertise in
the evaluation of the effectiveness of clinical
care, its non-regulatory role, and its close
working relationship with the health care
community in the improvement of the qual-
ity of care. Accordingly, this section estab-
lishes a new Section 928 in Title IX of the
Public Health Service Act, the authorizing
statute for AHCPR.

To ensure appropriate coordination and to
avoid unnecessary duplication, AHCPR is re-
quired to consult closely with the FDA in
the development and operation of this dem-
onstration program. The conferees expanded
the focus of this demonstration to include
ways to improve the effective use of drugs,
biological products, and devices as well as
risks of new combinations of such products
and directed that the clinical information
gained in the project would be provided to
consumers as well as health care practition-
ers and insurers. Finally, the conferees di-
rect AHCPR also to consider the appropriate
use of products in meeting the purposes of
this section.
Environmental impact review (Sec. 411)

The conferees believe that FDA’s new pro-
cedures implementing the National Environ-
mental Policy Act (NEPA) appropriately
eliminate unnecessary paperwork and delays

associated with prior agency practices. Sec-
tion 411 makes clear that an environmental
impact statement (EIS) prepared in accord-
ance with those regulations will meet the re-
quirements of NEPA. The conferees do not
intend this section to preclude judicial re-
view of EISs. The conferees understand that
the FDA may modify its regulations periodi-
cally, in consultation with the Council on
Environmental Quality and the FDA’s au-
thorizing committees, as new circumstances
or information warrants.

Because the Clean Air Act authorizes pro-
duction of limited quantities of Class I and
Class II substances for use in medical de-
vices, there will be a continuing, but limited,
supply of these substances. The EPA shall
not dictate, promote or otherwise encourage
a policy preference for disposal by inciner-
ation of the contents of metered-dose inhal-
ers, but instead allow such contents to be re-
captured, recycled or reused consistent with
section 608(a)(3) of the Clean Air Act until
such time that Congress conducts oversight
hearings into the issue.

National uniformity for nonprescription drugs
and cosmetics (Sec. 412)

Confidentiality of OTC company self-audits

Public policy should encourage drug manu-
facturers to conduct audits of their activi-
ties to candidly alert management to poten-
tial problems so that they can be addressed
quickly and effectively. If FDA were to as-
sert routine access to these audits, it would
create serious disincentives to conducting
appropriate audits and preparing thorough
reports of the results. FDA already has a pol-
icy of not ordinarily requesting audit re-
ports, which is set forth in compliance policy
guide (#7151.02, Sec. 130.300) that applies to
prescription drug firms. It is expected that
OTC drug firms would be subject to the same
compliance policy guide. Thus, during rou-
tine inspections of OTC drug establishments,
FDA would not be expected to request or to
review or copy reports and records that re-
sult from the firm’s own audits and inspec-
tions of its operations to assure compliance
with applicable FDA requirements such as
good manufacturing practice (GMP) regula-
tions. FDA would reserve the right to review
such audits in certain limited circumstances
as outlined in the compliance guide.

OTC and cosmetics inspection

The conferees intend that FDA exercise its
new records inspection authority fairly and
carefully, especially with regard to inspec-
tions at facilities that manufacture products
that are both cosmetics and over-the-counter
drugs. Cosmetic products that are also OTC
drugs will, under the provisions of this bill,
benefit from full national uniformity relat-
ing to all regulatory requirements, including
those associated with ingredients, labeling,
and packaging. Therefore, under these provi-
sions, manufacturers of such OTC products
will be subject to records inspection by FDA.
The conferees want to make clear that any
records inspection applies only to those
products for which there is full national uni-
formity. This new records inspection author-
ity applies only to products determined to be
over-the-counter drugs. It does not apply to
products that are solely cosmetics.

In the case of an inspection at a facility
which deals both with cosmetic products
that are OTC drugs and those that are not,
FDA inspectors do not have access to any
records relating to the cosmetic products.
Further, the conferees want to make clear
that there is no records inspection authority
under these provisions for facilities dealing
exclusively with cosmetics.

Finally, the conferees expect that FDA
will provide sufficient time and guidance to
the over-the-counter drug industry prior to

initiating any program of records inspection
and in the early stages of implementing this
new requirement.

Effect of national uniformity on state enforce-
ment ‘‘little FTC’’ laws

All states have laws prohibiting false and
misleading advertising, modeled on the Fed-
eral Trade Commission Act. These laws have
been applied to prohibit unsubstantiated
claims for nonprescription drugs and cosmet-
ics, and to require corrective advertising.
This provision is not intended to preempt
the application of these laws under such cir-
cumstances.

The Conference Committee intends to
make clear that ‘‘Little FTC’’ laws, as they
have historically been written and applied,
are not preempted. The scope of national
uniformity is modified to only apply to state
requirements that relate to labeling and
packaging or, if they go beyond labeling and
packaging, to requirements relating to
warnings. Thus, advertising issues relating
to claims substantiation, fair balance, and
misleading or deceptive claims are outside
the scope of preemption.

Effect of national uniformity on state food la-
beling laws

This provision is not intended to pre-empt
or prohibit States from regulating the label-
ing of food which derives from animals treat-
ed with non-prescription drugs. Nor are these
provisions intended to void State regulations
on the use of these drugs.
Product classification (Sec. 416)

Subsections (b) and (c) have been amended
to make clear that FDA may only modify
product classifications for public health rea-
sons based on scientific information.

TOM BLILEY,
MICHAEL BILIRAKIS,
JOE BARTON,
JAMES GREENWOOD,
RICHARD BURR,
ED WHITFIELD,
JOHN D. DINGELL,
SHERROD BROWN,
HENRY A. WAXMAN,
RON KLINK,

Managers on the Part of the House.

JIM JEFFORDS,
DAN COATS,
JUDD GREGG,
BILL FRIST,
MIKE DEWINE,
EDWARD M. KENNEDY,
CHRISTOPHER DODD,
TOM HARKIN,
BARBARA A. MIKULSKI,

Managers on the Part of the Senate.

f

LEAVE OF ABSENCE
By unanimous consent, leave of ab-

sence was granted to:
Mr. UNDERWOOD (at the request of

Mr. GEPHARDT) for today and the bal-
ance of the week, on account of official
business.

Mr. YATES (at the request of Mr. GEP-
HARDT) for November 8 after 12 noon
and November 9, on account of personal
reasons.

f

SENATE BILLS AND CONCURRENT
RESOLUTION REFERRED

Bills and a concurrent resolution of
the Senate of the following titles were
taken from the Speaker’s table and,
under the rule, referred as follows:

S. 508. An act to provide for the relief of
Mai Hoa ‘‘Jasmin’’ Salehi; to the Committee
on the Judiciary.
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S. 759. An act to amend the State Depart-

ment Basic Authorities Act of 1956 to require
the Secretary of State to submit an annual
report to Congress concerning diplomatic
immunity; to the Committee on Inter-
national Relations.

S. 857. An act for the relief of Roma
Salobrit; to the Committee on the Judiciary.

S. 1189. An act to increase the criminal
penalties for assaulting or threatening Fed-
eral judges, their family members, and other
public servants, and for other purposes; to
the Committee on the Judiciary.

S. 1304. An act for the relief of Belinda
McGregor; to the Committee on the Judici-
ary.

S. 1487. An act to establish a National Vol-
untary Mutual Reunion Registry; to the
Committee on Ways and Means.

S. 1507. An act to amend the National De-
fense Authorization Act for Fiscal Year 1998
to make certain technical corrections; to the
Committee on National Security.

S. Con. Res. 58. Concurrent resolution ex-
pressing the concern of Congress over Rus-
sia’s newly passed religion law; to the Com-
mittee on International Relations.

f

BILL AND JOINT RESOLUTION
PRESENTED TO THE PRESIDENT

Mr. THOMAS, from the Committee
on House Oversight reported that that
committee did on the following dates
present to the President, for his ap-
proval, a bill and a joint resolution of
the House of the following titles:

On November 8, 1997:
H.R. 2264. An act making appropriations

for the Departments of Labor, Health and
Human Services, and Education, and related
agencies for the fiscal year ending Septem-
ber 30, 1998, and for other purposes.

On November 9, 1997:
H.J. Res. 104. Joint resolution making fur-

ther continuing appropriations for the fiscal
year 1998, and for other purposes.

f

ENROLLED BILLS AND JOINT
RESOLUTION SIGNED

Mr. THOMAS, from the Committee
on House Oversight, reported that that
committee had examined and found
truly enrolled bills and a joint resolu-
tion of the House of the following ti-
tles, which were thereupon signed by
the Speaker:

H.R. 1747. An act to amend the John F.
Kennedy Center Act to authorize the design
and construction of additions to the parking
garage and certain site improvements, and
for other purposes.

H.R. 1787. An act to assist in the conserva-
tion of Asian elephants by supporting and
providing financial resources for the con-
servation programs of nations within the
range of Asian elephants and projects with
demonstrated expertise in the conservation
of Asian elephants.

H.R. 2731. An act for the relief of Roy
Desmond Moser.

H.R. 2732. An act for the relief of John
Andre Chalot.

H.J. Res. 104. Joint resolution making fur-
ther continuing appropriations for the fiscal
year 1998, and for other purposes.

f

SENATE ENROLLED BILLS SIGNED

The SPEAKER announced his signa-
ture to enrolled bills of the Senate of
the following titles:

S. 813. An act to amend chapter 91 of title
18, United States Code, to provide criminal
penalties for theft and willful vandalism at
national cemeteries.

S. 1377. An act to amend the act incor-
porating the American Legion to make a
technical correction.

f

ADJOURNMENT

Mr. SOLOMON. Mr. Speaker, I move
that the House do now adjourn.

The motion was agreed to; accord-
ingly (at 2 o’clock and 2 minutes a.m.),
under its previous order, the House ad-
journed until Wednesday, November 12,
1997, at 12 noon.

f

EXECUTIVE COMMUNICATIONS,
ETC.

Under clause 2 of rule XXIV, execu-
tive communications were taken from
the Speaker’s table and referred as fol-
lows:

5818. A letter from the Director, Office of
Regulatory Management and Information,
Environmental Protection Agency, transmit-
ting the Agency’s final rule—Corn Gluten;
Exemption from the Requirement of a Toler-
ance [OPP–300505A; FRL–5750–3] (RIN: 2070–
AB78) received November 6, 1997, pursuant to
5 U.S.C. 801(a)(1)(A); to the Committee on
Agriculture.

5819. A letter from the Assistant Secretary
(Installations and Environment), Depart-
ment of the Navy, transmitting notification
of intent to study a commercial or industrial
type function performed by 45 or more civil-
ian employees for possible outsourcing, pur-
suant to 10 U.S.C. 2304 nt.; to the Committee
on National Security.

5820. A letter from the Assistant Secretary
(Reserve Affairs), Department of Defense,
transmitting a report on the progress of the
study on the means of ensuring uniformity
in provision of medical and dental care for
members of reserve components, pursuant to
Public Law 104—201, section 746(b) (110 Stat.
2602); to the Committee on National Secu-
rity.

5821. A letter from the Assistant to the
Board, Board of Governors of the Federal Re-
serve System, transmitting the Board’s final
rule—Reserve Requirements of Depository
Institutions [Regulation D; Docket No. R–
0980] received October 31, 1997, pursuant to 5
U.S.C. 801(a)(1)(A); to the Committee on
Banking and Financial Services.

5822. A letter from the Director, Office of
Rulemaking Coordination, Department of
Energy, transmitting the Department’s
‘‘Major’’ final rule— Energy Conservation
Program for Consumer Products: Final Rule
Regarding Energy Conservation Standards
for Room Air Conditioners [Docket Nos. EE-
RM–90–201 and EE-RM–93–801–RAC] (RIN:
1904–AA38) received November 8, 1997, pursu-
ant to 5 U.S.C. 801(a)(1)(A); to the Committee
on Commerce.

5823. A letter from the Director, Office of
Regulatory Management and Information,
Environmental Protection Agency, transmit-
ting the Agency’s final rule—Approval and
Promulgation of State Plans for Designated
Facilities and Pollutants: Florida [FL–70–1–
9738a; FRL–5920–3] received November 7, 1997,
pursuant to 5 U.S.C. 801(a)(1)(A); to the Com-
mittee on Commerce.

5824. A letter from the Director, Office of
Regulatory Management and Information,
Environmental Protection Agency, transmit-
ting the Agency’s final rule—Approval and
Promulgation of Implementation Plans;
California State Implementation Plan Revi-

sion, South Coast Air Quality Management
District [CA 034–0048; FRL–5917–5] received
November 7, 1997, pursuant to 5 U.S.C.
801(a)(1)(A); to the Committee on Commerce.

5825. A letter from the Director, Office of
Regulatory Management and Information,
Environmental Protection Agency, transmit-
ting the Agency’s final rule—Approval and
Promulgation of Implementation Plans;
California State Implementation Plan Revi-
sion, San Diego County Air Pollution Con-
trol District, Ventura County Air Pollution
Control District [CA 083–0053a; FRL–5911–4]
received November 6, 1997, pursuant to 5
U.S.C. 801(a)(1)(A); to the Committee on
Commerce.

5826. A letter from the Director, Office of
Regulatory Management and Information,
Environmental Protection Agency, transmit-
ting the Agency’s final rule—Michigan: Final
Authorization of Revisions to State Hazard-
ous Waste Management Program [FRL–5918–
8] received November 6, 1997, pursuant to 5
U.S.C. 801(a)(1)(A); to the Committee on
Commerce.

5827. A letter from the Director, Office of
Regulatory Management and Information,
Environmental Protection Agency, transmit-
ting the Agency’s final rule—Ambient Air
Quality Surveillance for Lead [AD-FRL–5903–
5] (RIN: 2060–AF71) received November 6,
1997, pursuant to 5 U.S.C. 801(a)(1)(A); to the
Committee on Commerce.

5828. A letter from the Director, Office of
Regulatory Management and Information,
Environmental Protection Agency, transmit-
ting the Agency’s final rule—Removal of Re-
quirement in Gasoline Deposit Control Addi-
tives Rule Regarding the Identification of
the Oxygenate Content of Transferred Gaso-
line [FRL–5917–9] received November 6, 1997,
pursuant to 5 U.S.C. 801(a)(1)(A); to the Com-
mittee on Commerce.

5829. A letter from the AMD—Performance
Evaluation and RECORDs Management, Fed-
eral Communications Commission, transmit-
ting the Commission’s final rule—Amend-
ment of the Commission’s Rules to Establish
a Radio Astronomy Coordination Zone in
Puerto Rico [ET Docket No. 96–2, RM–8165]
received November 8, 1997, pursuant to 5
U.S.C. 801(a)(1)(A); to the Committee on
Commerce.

5830. A letter from the AMD—Performance
Evaluation and RECORDs Management, Fed-
eral Communications Commission, transmit-
ting the Commission’s final rule—Amend-
ment of Part 15 of the Commission’s Rules to
permit operation of biomedical telemetry de-
vices on VHF TV channels 7–13 and on UHF
TV channels 14–46 [ET Docket No. 95–177] re-
ceived November 8, 1997, pursuant to 5 U.S.C.
801(a)(1)(A); to the Committee on Commerce.

5831. A letter from the Director, Regula-
tions Policy and Management Staff, Office of
Policy, Food and Drug Administration,
transmitting the Administration’s final
rule—Secondary Direct Food Additives Per-
mitted in Food for Human Consumption;
Milk-Clotting Enzymes [Docket No. 93F–0461]
received November 6, 1997, pursuant to 5
U.S.C. 801(a)(1)(A); to the Committee on
Commerce.

5832. A letter from the Chairman, Nuclear
Regulatory Commission, transmitting a re-
port on the nondisclosure of safeguards in-
formation for the quarter ending September
30, 1997, pursuant to 42 U.S.C. 2167(e); to the
Committee on Commerce.

5833. A letter from the Director, Defense
Security Assistance Agency, transmitting
notification concerning the Department of
the Army’s Proposed Letter(s) of Offer and
Acceptance (LOA) to Egypt for defense arti-
cles and services (Transmittal No. 98–21),
pursuant to 22 U.S.C. 2776(b); to the Commit-
tee on International Relations.

5834. A letter from the Director, Defense
Security Assistance Agency, transmitting
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notification concerning the Department of
the Navy’s Proposed Letter(s) of Offer and
Acceptance (LOA) to Korea for defense arti-
cles and services (Transmittal No. 98–20),
pursuant to 22 U.S.C. 2776(b); to the Commit-
tee on International Relations.

5835. A letter from the Director, Defense
Security Assistance Agency, transmitting
notification concerning the Department of
the Air Force’s proposed Letter(s) of Offer
and Acceptance (LOA) to Taipei Economic
and Cultural Representative Office (TECRO)
in the United States for defense articles and
services (Transmittal No. 98–18), pursuant to
22 U.S.C. 2776(b); to the Committee on Inter-
national Relations.

5836. A letter from the Director, Defense
Security Assistance Agency, transmitting
notification concerning the Department of
the Air Force’s proposed Letter(s) of Offer
and Acceptance (LOA) to Taipei Economic
and Cultural Representative Office in the
United States for defense articles and serv-
ices (Transmittal No. 98–16), pursuant to 22
U.S.C. 2776(b); to the Committee on Inter-
national Relations.

5837. A letter from the Director, Defense
Security Assistance Agency, transmitting
notification concerning the Department of
the Air Force’s proposed Letter(s) of Offer
and Acceptance (LOA) to Portugal for de-
fense articles and services (Transmittal No.
98–13), pursuant to 22 U.S.C. 2776(b); to the
Committee on International Relations.

5838. A letter from the Director, Defense
Security Assistance Agency, transmitting
notification concerning the Department of
the Army’s Proposed Letter(s) of Offer and
Acceptance (LOA) to Portugal for defense ar-
ticles and services (Transmittal No. 98–11),
pursuant to 22 U.S.C. 2776(b); to the Commit-
tee on International Relations.

5839. A letter from the Director, Defense
Security Assistance Agency, transmitting
notification concerning the Department of
the Army’s Proposed Letter(s) of Offer and
Acceptance (LOA) to Turkey for defense arti-
cles and services (Transmittal No. 98–09),
pursuant to 22 U.S.C. 2776(b); to the Commit-
tee on International Relations.

5840. A letter from the Director, Defense
Security Assistance Agency, transmitting
notification concerning the Department of
the Army’s Proposed Letter(s) of Offer and
Acceptance (LOA) to Greece for defense arti-
cles and services (Transmittal No. 98–12),
pursuant to 22 U.S.C. 2776(b); to the Commit-
tee on International Relations.

5841. A letter from the Director, Defense
Security Assistance Agency, transmitting
notification concerning the Department of
the Army’s Proposed Letter(s) of Offer and
Acceptance (LOA) to Greece for defense arti-
cles and services (Transmittal No. 98–08),
pursuant to 22 U.S.C. 2776(b); to the Commit-
tee on International Relations.

5842. A letter from the Director, Defense
Security Assistance Agency, transmitting a
report of enhancement or upgrade of sen-
sitivity of technology or capability for Saudi
Arabia (Transmittal No. A–98), pursuant to
22 U.S.C. 2776(b)(5)(A); to the Committee on
International Relations.

5843. A letter from the Assistant Secretary
for Legislative Affairs, Department of State,
transmitting notification of a proposed man-
ufacturing license agreement for production
of major military equipment with Canada
(Transmittal No. DTC–69–97), pursuant to 22
U.S.C. 2776(d); to the Committee on Inter-
national Relations.

5844. A letter from the Assistant Secretary
for Legislative Affairs, Department of State,
transmitting notification of a proposed man-
ufacturing license agreement for production
of major military equipment with Germany
(Transmittal No. DTC–133–97), pursuant to 22
U.S.C. 2776(d); to the Committee on Inter-
national Relations.

5845. A letter from the Assistant Secretary
for Legislative Affairs, Department of State,
transmitting notification of a proposed man-
ufacturing license agreement for production
of major military equipment with the United
Kingdom (Transmittal No. DTC–132–97), pur-
suant to 22 U.S.C. 2776(d); to the Committee
on International Relations.

5846. A letter from the Assistant Secretary
for Legislative Affairs, Department of State,
transmitting certification of a proposed li-
cense for the export of defense articles or de-
fense services sold commercially to Germany
and Sweden (Transmittal No. DTC–112–97),
pursuant to 22 U.S.C. 2776(c); to the Commit-
tee on International Relations.

5847. A letter from the Assistant Secretary
for Legislative Affairs, Department of State,
transmitting certification of a proposed li-
cense for the export of defense articles or de-
fense services sold commercially to Singa-
pore (Transmittal No. DTC–113–97), pursuant
to 22 U.S.C. 2776(c); to the Committee on
International Relations.

5848. A letter from the Assistant Secretary
for Legislative Affairs, Department of State,
transmitting certification of a proposed li-
cense for the export of defense articles or de-
fense services sold commercially to Israel
(Transmittal No. DTC–97–97), pursuant to 22
U.S.C. 2776(c); to the Committee on Inter-
national Relations.

5849. A letter from the Assistant Secretary
for Legislative Affairs, Department of State,
transmitting certification of a proposed li-
cense for the export of defense articles or de-
fense services sold commercially to Japan
(Transmittal No. DTC–98–97), pursuant to 22
U.S.C. 2776(c); to the Committee on Inter-
national Relations.

5850. A letter from the Assistant Secretary
for Legislative Affairs, Department of State,
transmitting certification of a proposed li-
cense for the export of defense articles or de-
fense services sold commercially to Kuwait
(Transmittal No. DTC–114–97), pursuant to 22
U.S.C. 2776(c); to the Committee on Inter-
national Relations.

5851. A letter from the Assistant Secretary
for Legislative Affairs, Department of State,
transmitting certification of a proposed li-
cense for the export of defense articles or de-
fense services sold commercially to the Unit-
ed Kingdom (Transmittal No. DTC–117–97),
pursuant to 22 U.S.C. 2776(c); to the Commit-
tee on International Relations.

5852. A communication from the President
of the United States, transmitting the bi-
monthly report on progress toward a nego-
tiated settlement of the Cyprus question, in-
cluding any relevant reports from the Sec-
retary General of the United Nations, pursu-
ant to 22 U.S.C. 2373(c); to the Committee on
International Relations.

5853. A letter from the Executive Director,
Committee for Purchase from People Who
Are Blind or Severely Disabled, transmitting
the Committee’s final rule—Additions to the
Procurement List [97–019] received November
9, 1997, pursuant to 5 U.S.C. 801(a)(1)(A); to
the Committee on Government Reform and
Oversight.

5854. A letter from the Chairman, Defense
Nuclear Facilities Safety Board, transmit-
ting the FY 1997 report pursuant to the Fed-
eral Managers’ Financial Integrity Act, pur-
suant to 31 U.S.C. 3512(c)(3); to the Commit-
tee on Government Reform and Oversight.

5855. A letter from the Chairman, District
of Columbia Financial Responsibility and
Management Assistance Authority, trans-
mitting the annual report for fiscal year
1997, pursuant to Public Law 104—8; to the
Committee on Government Reform and
Oversight.

5856. A letter from the Chairman and Chief
Executive Officer, Farm Credit Administra-
tion, transmitting the semiannual report on

the activities of the Office of Inspector Gen-
eral for the period April 1, 1997, through Sep-
tember 30, 1997; and the semiannual manage-
ment report for the same period, pursuant to
5 U.S.C. app. (Insp. Gen. Act) section 5(b); to
the Committee on Government Reform and
Oversight.

5857. A letter from the Director, Federal
Mediation and Conciliation Service, trans-
mitting the 1997 annual report in compliance
with the Inspector General Act Amendments
of 1988, pursuant to Public Law 100—504, sec-
tion 104(a) (102 Stat. 2525); to the Committee
on Government Reform and Oversight.

5858. A letter from the Executive Director,
Federal Retirement Thrift Investment
Board, transmitting the 1997 annual report
in compliance with the Inspector General
Act Amendments of 1988, pursuant to Public
Law 100—504, section 104(a) (102 Stat. 2525); to
the Committee on Government Reform and
Oversight.

5859. A letter from the President, Institute
of American Indian Arts, transmitting the
FY 1997 report pursuant to the Federal Man-
agers’ Financial Integrity Act, pursuant to
31 U.S.C. 3512(c)(3); to the Committee on
Government Reform and Oversight.

5860. A letter from the Director, National
Gallery of Art, transmitting a consolidated
report on audit and investigative coverage
required by the Inspector General Act of
1978, as amended, and the Federal Managers’
Financial Integrity Act, pursuant to 5 U.S.C.
app. (Insp. Gen. Act) section 5(b); to the
Committee on Government Reform and
Oversight.

5861. A letter from the Director, Office of
Government Ethics, transmitting the 1997
annual consolidated report in compliance
with the Inspector General Act Amendments
of 1988 and the Federal Managers’ Financial
Integrity Act, pursuant to Public Law 100—
504, section 104(a) (102 Stat. 2525); to the
Committee on Government Reform and
Oversight.

5862. A letter from the Independent Coun-
sel, Office of Independent Counsel, transmit-
ting the 1997 annual report in compliance
with the Inspector General Act Amendments
of 1988, pursuant to Public Law 100—504, sec-
tion 104(a) (102 Stat. 2525); to the Committee
on Government Reform and Oversight.

5863. A letter from the Director, The Mor-
ris K. Udall Foundation, transmitting the
annual report pursuant to the Federal Man-
agers’ Financial Integrity Act and the In-
spector General Act for the year ending Sep-
tember 30, 1997, pursuant to 31 U.S.C.
3512(c)(3); to the Committee on Government
Reform and Oversight.

5864. A letter from the Acting Director,
The Woodrow Wilson Center, transmitting a
consolidated report on audit and investiga-
tive coverage required by the Inspector Gen-
eral Act of 1978, as amended, and the Federal
Managers’ Financial Integrity Act, pursuant
to 5 U.S.C. app. (Insp. Gen. Act) section 5(b);
to the Committee on Government Reform
and Oversight.

5865. A letter from the President and Chief
Executive Officer, United States Enrichment
Corporation, transmitting a consolidated re-
port on audit and investigative coverage re-
quired by the Inspector General Act of 1978,
as amended, and the Federal Managers’ Fi-
nancial Integrity Act covering the year
ended September 30, 1997, pursuant to 31
U.S.C. 3512(c)(3); to the Committee on Gov-
ernment Reform and Oversight.

5866. A letter from the President, United
States Institute of Peace, transmitting the
strategic plan for the period FY 1997 through
2002, pursuant to Public Law 103—62; to the
Committee on Government Reform and
Oversight.

5867. A letter from the Assistant Secretary,
Land and Minerals Management, Depart-
ment of the Interior, transmitting the De-
partment’s final rule—Patent Preparation
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and Issuance [WO–350–1220–00–24 1A] (RIN:
1004–AC–88) received November 4, 1997, pursu-
ant to 5 U.S.C. 801(a)(1)(A); to the Committee
on Resources.

5868. A letter from the Deputy Assistant
Administrator for Fisheries, National Oce-
anic and Atmospheric Administration, trans-
mitting the Administration’s final rule—
Fisheries of the Exclusive Economic Zone
Off Alaska; Insurance Coverage Provisions
for Observer Contractors under the North
Pacific Interim Groundfish Observer Pro-
gram [Docket No. 960717195–7255–03; I.D.
100897E] (RIN: 0648–AI95) received November
9, 1997, pursuant to 5 U.S.C. 801(a)(1)(A); to
the Committee on Resources.

5869. A letter from the Assistant Secretary
for Employment Standards, Department of
Labor, transmitting the Department’s final
rule—Longshore Act Civil Money Penalties
Adjustment (RIN: 1215–AB17) received No-
vember 8, 1997, pursuant to 5 U.S.C.
801(a)(1)(A); to the Committee on the Judici-
ary.

5870. A letter from the Deputy Assistant
Administrator, Office of Diversion Control,
Drug Enforcement Administration, trans-
mitting the Administration’s final rule—
Temporary Exemption from Chemical Reg-
istration for Distributors of Pseudoephedrine
and Phenylpropanolamine Products [DEA
Number 1681] (RIN: 1117–AA46) received No-
vember 4, 1997, pursuant to 5 U.S.C.
801(a)(1)(A); to the Committee on the Judici-
ary.

5871. A letter from the Director, Office of
Regulatory Management and Information,
Environmental Protection Agency, transmit-
ting the Agency’s final rule—Approval of
Modifications to Michigan’s Assumed Pro-
gram to Administer the Section 404 Permit-
ting Program Resulting from the Reorga-
nization of the Michigan Environmental
Agencies [FRL–5918–7] received November 6,
1997, pursuant to 5 U.S.C. 801(a)(1)(A); to the
Committee on Transportation and Infra-
structure.

5872. A letter from the Director, Office of
Regulatory Management and Information,
Environmental Protection Agency, transmit-
ting the Agency’s final rule—Approval of
Modifications to Michigan’s Approved Pro-
gram to Administer the National Pollutant
Discharge Elimination System Permitting
Program Resulting from the Reorganization
of the Michigan Environmental Agencies
[FRL–5918–6] received November 6, 1997, pur-
suant to 5 U.S.C. 801(a)(1)(A); to the Commit-
tee on Transportation and Infrastructure.

5873. A letter from the Director, Office of
Regulations Management, Department of
Veterans Affairs, transmitting the Depart-
ment’s final rule— Grants to States for Con-
struction or Acquisition of State Home Fa-
cilities (RIN: 2900–AI84) received November 9,
1997, pursuant to 5 U.S.C. 801(a)(1)(A); to the
Committee on Veterans’ Affairs.

5874. A letter from the Regulatory Policy
Officer, Bureau of Alcohol, Tobacco and
Firearms, transmitting the Bureau’s final
rule—Mendocino Ridge Viticultural Area
(RIN: 1512–AA07) received October 30, 1997,
pursuant to 5 U.S.C. 801(a)(1)(A); to the Com-
mittee on Ways and Means.

5875. A letter from the Assistant Secretary
for Employment and Training, Department
of Labor, transmitting the Department’s
final rule—Unemployment Insurance Pro-
gram Letter [Nos. 41–97 and 44–97] received
November 4, 1997, pursuant to 5 U.S.C.
801(a)(1)(A); to the Committee on Ways and
Means.

5876. A letter from the Chief, Regulations
Unit, Internal Revenue Service, transmitting
the Service’s final rule—Material Limitation
on Surviving Spouse’s Right to Income [No-
tice 97–63] received November 8, 1997, pursu-
ant to 5 U.S.C. 801(a)(1)(A); to the Committee
on Ways and Means.

5877. A letter from the Chief, Regulations
Unit, Internal Revenue Service, transmitting
the Service’s final rule—Test of Bankruptcy
Appeals Process [Announcement 97–111] re-
ceived November 8, 1997, pursuant to 5 U.S.C.
801(a)(1)(A); to the Committee on Ways and
Means.

f

REPORTS OF COMMITTEES ON
PUBLIC BILLS AND RESOLUTIONS

Under clause 2 of rule XIII, reports of
committees were delivered to the Clerk
for printing and reference to the proper
calendar, as follows:

Mr. BLILEY: Committee of Conference.
Conference report on S. 830. An act to amend
the Federal Food, Drug, and Cosmetic Act
and the Public Health Service Act to im-
prove the regulation of food, drugs, devices,
and biological products, and for other pur-
poses (Rept. 105–399). Ordered to be printed.

Mr. DIAZ-BALART: Committee on Rules.
House Resolution 319. Resolution providing
for consideration of the bill (S. 738) to reform
the statutes relating to Amtrak, and for
other purposes (Rept. 105–400). Referred to
the House Calendar.

f

MEMORIALS

Under clause 4 of rule XXII, memori-
als were presented and referred as fol-
lows:

225. The SPEAKER presented a memorial
of the House of Representatives of the Com-
monwealth of Pennsylvania, relative to
House Resolution No. 295 memorializing the
Citizens’ Committee of the United States
Postal Service to consider and recommend to
the United States Postal Service Board of
Governors the issuance of a commemorative
stamp honoring Richard Humphreys, Quak-
er, goldsmith and philanthropist, on the
160th Anniversary of the founding of
Cheyney University of Pennsylvania; to the
Committee on Government Reform and
Oversight.

226. Also, a memorial of the Legislature of
the State of California, relative to Assembly
Joint Resolution 38 expressing support for a
full, fair, and complete investigation of legal
and ethical violations during the 1996 cam-
paigns, and memorializing the President and
the Congress to condemn all prejudice
against Asian and Pacific Islander Ameri-
cans, and to publicly support political and
civic participation by these persons through-
out the United States; to the Committee on
the Judiciary.

227. Also, a memorial of the Legislature of
the State of California, relative to Assembly
Joint Resolution 32 memorializing the Presi-
dent and Congress of the United States to
recognize the sacrifices and services ren-
dered to our country by the Hmong-Lao vet-
erans who served in the special guerrilla
units that were allied with, and operating in
support of, the military forces of the United
States during the Vietnam War by granting
those veterans and their families full United
States citizenship; to the Committee on the
Judiciary.

f

PUBLIC BILLS AND RESOLUTIONS

Under clause 5 of Rule X and clause 4
of Rule XXII, public bills and resolu-
tions were introduced and severally re-
ferred, as follows:

By Mr. HORN (for himself, Mrs.
MALONEY of New York, Mr. BURTON of
Indiana, and Mr. WAXMAN):

H.R. 2977. A bill to amend the Federal Ad-
visory Committee Act to clarify public dis-

closure requirements that are applicable to
the National Academy of Sciences and the
National Academy of Public Administration;
to the Committee on Government Reform
and Oversight.

By Ms. VELAZQUEZ (for herself, Mr.
GUTIERREZ, and Mr. SERRANO):

H.R. 2978. A bill to require the Secretary of
the Treasury to mint coins in commemora-
tion of all the brave and gallant Puerto
Ricans in the 65th Infantry Regiment of the
United States Army who fought in the Ko-
rean conflict; to the Committee on Banking
and Financial Services.

By Mr. THOMAS:
H.R. 2979. A bill to authorize acquisition of

certain real property for the Library of Con-
gress, and for other purposes; to the Commit-
tee on House Oversight.

By Mr. ALLEN:
H.R. 2980. A bill to amend the Solid Waste

Disposal Act to require a refund value for
certain beverage containers, to provide re-
sources for State pollution prevention and
recycling programs, and for other purposes;
to the Committee on Commerce.

By Mr. ALLEN (for himself and Mr.
BALDACCI):

H.R. 2981. A bill to amend the Higher Edu-
cation Act of 1965 relating to financial re-
sponsibility for refunds and during provi-
sional certification and change of ownership;
to the Committee on Education and the
Workforce.

By Mr. GILMAN:
H.R. 2982. A bill to improve the quality of

child care provided through Federal facili-
ties and programs, and for other purposes; to
the Committee on Government Reform and
Oversight, and in addition to the Commit-
tees on House Oversight, and the Judiciary,
for a period to be subsequently determined
by the Speaker, in each case for consider-
ation of such provisions as fall within the ju-
risdiction of the committee concerned.

By Mr. SHERMAN (for himself, Mr.
FOX of Pennsylvania, Mr. PALLONE,
Mr. VISCLOSKY, Mr. BONIOR, Ms.
ESHOO, Mr. KENNEDY of Rhode Island,
Mr. ROTHMAN, Mr. ROGAN, Mr.
WEYGAND, Mr. RADANOVICH, Mr.
MORAN of Virginia, Mr. KENNEDY of
Massachusetts, and Mr. MARKEY):

H.R. 2983. A bill to promote long term sta-
bility in the Caucasus, deter renewed aggres-
sion, and facilitate the peaceful resolution of
the Nagorno-Karabagh conflict; to the Com-
mittee on International Relations, and in ad-
dition to the Committee on Banking and Fi-
nancial Services, for a period to be subse-
quently determined by the Speaker, in each
case for consideration of such provisions as
fall within the jurisdiction of the committee
concerned.

By Mr. BARR of Georgia:
H.R. 2984. A bill to provide an exemption

from the Gun-Free School Zones Act of 1990
for conduct that does not violate State or
local law; to the Committee on the Judici-
ary.

By Mr. CARDIN (for himself, Mr.
BUNNING of Kentucky, Mr. ENGLISH of
Pennsylvania, Mr. ENSIGN, Mr.
STARK, and Mr. WELLER):

H.R. 2985. A bill to amend the Immigration
and Nationality Act to make certain aliens
determined to be delinquent in the payment
of child support inadmissible, deportable,
and ineligible for naturalization, to author-
ize immigration officers to serve process in
child support cases on aliens entering the
United States, and for other purposes; to the
Committee on the Judiciary, and in addition
to the Committee on Ways and Means, for a
period to be subsequently determined by the
Speaker, in each case for consideration of
such provisions as fall within the jurisdic-
tion of the committee concerned.
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By Mr. COLLINS:

H.R. 2986. A bill for the relief of the survi-
vors of the 14 members of the Armed Forces
and the one United States civilian who were
killed on April 14, 1994, when United States
fighter aircraft mistakenly shot down 2 heli-
copters in Iraq; to the Committee on the Ju-
diciary.

By Mr. DAVIS of Virginia (for himself
and Mr. KUCINICH):

H.R. 2987. A bill to amend title 5, United
States Code, to provide for appropriate over-
time pay for National Weather Service fore-
casters performing essential services during
severe weather events, and for other pur-
poses; to the Committee on Government Re-
form and Oversight.

By Mr. DOOLITTLE:
H.R. 2988. A bill to facilitate the operation,

maintenance, and upgrade of certain feder-
ally owned hydroelectric power generating
facilities, to ensure the recovery of costs,
and to improve the ability of the Federal
Government to coordinate its generating and
marketing of electricity with the non-
Federalelectric utility industry; to the Com-
mittee on Resources, and in addition to the
Committees on Commerce, and Transpor-
tation and Infrastructure, for a period to be
subsequently determined by the Speaker, in
each case for consideration of such provi-
sions as fall within the jurisdiction of the
committee concerned.

By Mr. ENSIGN:
H.R. 2989. A bill to direct the Secretary of

the Interior to convey to the St. Jude’s
Ranch for Children, Nevada, approximately
40 acres of land in Las Vegas, Nevada, to be
used for the development of facilities for the
residential care and treatment of adju-
dicated girls; to the Committee on Re-
sources.

By Mr. ENSIGN (for himself, Mr. RAN-
GEL, Mr. LAZIO of New York, Mr.
CHRISTENSEN, Mr. GIBBONS, Ms.
LOFGREN, Mr. ENGLISH of Pennsylva-
nia, Mr. BACHUS, Mr. RILEY, Mr. CAL-
LAHAN, Mr. KENNEDY of Massachu-
setts, Mr. MICA, Mr. EVERETT, Mr.
THOMPSON, Mr. HOUGHTON, Mr.
WEYGAND, Mr. ADERHOLT, Mr.
CARDIN, Mr. HILLIARD, Mr. CRAMER,
Ms. DANNER, Ms. PELOSI, Mr. SKEL-
TON, Mr. DIAZ-BALART, Mr. FILNER,
Mr. FROST, Mr. CRAPO, Mr. ADAM
SMITH of Washington, Mr. REYES, Mr.
NEAL of Massachusetts, Ms. WOOL-
SEY, and Mr. KUCINICH):

H.R. 2990. A bill to amend the Internal Rev-
enue Code of 1986 to increase the amount of
low-income housing credits which may be al-
located in each State, and to index such
amount for inflation; to the Committee on
Ways and Means.

By Ms. ESHOO (for herself and Mr.
TAUZIN):

H.R. 2991. A bill to enhance electronic com-
merce by requiring agencies to use digital
signatures, which are compatible with stand-
ards for such technology used in commerce
and industry, to enable persons to submit
Federal forms electronically, and for other
purposes; to the Committee on Government
Reform and Oversight, and in addition to the
Committee on Commerce, for a period to be
subsequently determined by the Speaker, in
each case for consideration of such provi-
sions as fall within the jurisdiction of the
committee concerned.

By Mr. GRAHAM (for himself, Mr. SAM
JOHNSON, Mr. HILLEARY, Mr. INGLIS of
South Carolina, Mr. WAMP, Mr. NOR-
WOOD, Mr. BARTLETT of Maryland,
Mr. TAYLOR of North Carolina, Mr.
STUMP, Mr. HERGER, Mr. MILLER of
Florida, Mr. WATTS of Oklahoma, Mr.
ISTOOK, Mrs. LINDA SMITH of Wash-
ington, Mr. TALENT, Mr.

THORNBERRY, Mr. CHABOT, Mr.
SPENCE, Mr. SANFORD, Mr. TIAHRT,
Mr. KNOLLENBERG, Mrs. MYRICK, Mr.
HEFLEY, Mr. SOLOMON, Mr. BARTON of
Texas, Mr. PITTS, Ms. DUNN of Wash-
ington, Mr. SALMON, Mr. SHADEGG,
Mr. LARGENT, Mr. BACHUS, Mr.
BALLENGER, Mr. DICKEY, Mr. BLUNT,
Mrs. EMERSON, Mr. LAHOOD, Mr.
MCKEON, Mr. RADANOVICH, Mr.
ROHRABACHER, Mr. COX of California,
Mr. SENSENBRENNER, Mr. HUTCHIN-
SON, Mr. HOSTETTLER, Mr. BOB
SCHAFFER, Mr. PETERSON of Penn-
sylvania, Mr. SOUDER, Mr. MCINTOSH,
Mr. SESSIONS, Mr. ROYCE, Mr.
WELDON of Florida, and Mr.
NETHERCUTT):

H.R. 2992. A bill to repeal the Goals 2000:
Educate America Act and the National Skill
Standards Act of 1994 to allow local areas to
develop elementary and secondary education
programs that meet their needs; to the Com-
mittee on Education and the Workforce.

By Mr. HEFLEY:
H.R. 2993. A bill to provide for the collec-

tion of fees for the making of motion pic-
tures, television productions, and sound
tracks in National Park System and Na-
tional Wildlife Refuge System units, and for
other purposes; to the Committee on Re-
sources.

By Ms. HOOLEY of Oregon (for herself
and Mr. DAVIS of Virginia):

H.R. 2994. A bill to provide for various cap-
ital investments in technology education in
the United States; to the Committee on Edu-
cation and the Workforce, and in addition to
the Committees on Science, and Ways and
Means, for a period to be subsequently deter-
mined by the Speaker, in each case for con-
sideration of such provisions as fall within
the jurisdiction of the committee concerned.

By Mrs. JOHNSON of Connecticut (for
herself and Mrs. LOWEY):

H.R. 2995. A bill to amend the Internal Rev-
enue Code of 1986 to allow tax-exempt orga-
nizations (other than governmental units) a
credit against employment taxes in an
amount equivalent to the work opportunity
credit allowable to taxable employers, and
for other purposes; to the Committee on
Ways and Means.

By Mr. KENNEDY of Massachusetts:
H.R. 2996. A bill to amend the Securities

Exchange Act of 1934 to revise the definition
of limited partnership rollup transaction; to
the Committee on Commerce.

By Mr. KENNEDY of Massachusetts
(for himself, Mr. DELLUMS, Mr.
KLECZKA, Mr. LAFALCE, Mr. FILNER,
Mr. MCDERMOTT, Mr. BONIOR, Mr.
TOWNS, Ms. SLAUGHTER, Mr. LEWIS of
Georgia, Mr. JACKSON, Ms.
VELAZQUEZ, Mr. MCGOVERN, Mr. BER-
MAN, Ms. PELOSI, Mr. OLVER, Mr.
MARKEY, Mr. WAXMAN, Ms. NORTON,
Ms. KILPATRICK, Mr. MEEHAN, Ms.
ROYBAL-ALLARD, Mr. MILLER of Cali-
fornia, Mrs. MALONEY of New York,
Mr. GUTIERREZ, Mr. DELAHUNT, Ms.
CARSON, Mr. MARTINEZ, Mrs. MEEK of
Florida, Mr. HINCHEY, Mr. OWENS, Mr.
TIERNEY, Mr. FATTAH, Mr. PAYNE, Mr.
NEAL of Massachusetts, Mr. ACKER-
MAN, Ms. WATERS, Ms. BROWN of Flor-
ida, Mr. POMEROY, and Ms. HOOLEY of
Oregon):

H.R. 2997. A bill to establish a commission
on fairness in the workplace; to the Commit-
tee on Education and the Workforce.

By Mr. LEVIN (for himself and Mr.
KILDEE):

H.R. 2998. A bill to amend the Internal Rev-
enue Code of 1986 to exclude from gross in-
come certain amounts received as scholar-
ships by an individual under the National
Health Service Corps Scholarship Program;
to the Committee on Ways and Means.

By Mr. LEVIN:
H.R. 2999. A bill to amend title XVIII and

XIX of the Social Security Act to expand and
clarify the requirements regarding advance
directives in order to ensure that an individ-
ual’s health care decisions are complied
with, and for other purposes; to the Commit-
tee on Commerce, and in addition to the
Committee on Ways and Means, for a period
to be subsequently determined by the Speak-
er, in each case for consideration of such pro-
visions as fall within the jurisdiction of the
committee concerned.

By Mr. OXLEY (for himself, Mr.
CONDIT, Mr. JOHN, Mr. BLILEY, Mr.
FORD, Mr. UPTON, Mr. GREENWOOD,
Mr. KLUG, Mr. MARTINEZ, Mr. GOOD-
LING, Mr. TRAFICANT, Mr. TAUZIN, Mr.
PETERSON of Minnesota, Mr. STEN-
HOLM, Mr. GILLMOR, Mr. BISHOP, Mr.
PAXON, Mr. SISISKY, Mr. LARGENT,
Mr. BAESLER, Mr. BUYER, Mr. GOODE,
Mr. FRELINGHUYSEN, Mr. BOYD, Mrs.
EMERSON, Mr. CRAMER, Mr. BARRETT
of Nebraska, Mr. HOLDEN, Mr. BURR
of North Carolina, Mr. PICKETT, Mr.
HEFLEY, Mr. MCINTYRE, Mr. DUNCAN,
Mr. SANDLIN, Mr. PETERSON of Penn-
sylvania, and Mr. RUSH):

H.R. 3000. A bill to amend the Comprehen-
sive Environmental, Response, Compensa-
tion, and Liability Act of 1980; to the Com-
mittee on Commerce, and in addition to the
Committees on Transportation and Infra-
structure, and Ways and Means, for a period
to be subsequently determined by the Speak-
er, in each case for consideration of such pro-
visions as fall within the jurisdiction of the
committee concerned.

By Mrs. LOWEY (for herself, Mrs.
JOHNSON of Connecticut, Mr. HOYER,
Mrs. MORELLA, Mr. NADLER, Mr.
STEARNS, Ms. DELAURO, Mr. LEACH,
Mr. LEWIS of Georgia, Mr. WICKER,
and Mr. CARDIN):

H.R. 3001. A bill to amend the Public
Health Service Act to provide additional
support for and to expand clinical research
programs, and for other purposes; to the
Committee on Commerce.

By Mrs. LOWEY:
H.R. 3002. A bill to expand the educational

and work opportunities of welfare recipients
under the program of block grants to States
for temporary assistance for needy families;
to the Committee on Ways and Means.

By Mr. MCCOLLUM (for himself, Mr.
LEACH, Mr. LAFALCE, Mrs. ROUKEMA,
Mr. BEREUTER, Mr. BAKER, Mr.
BACHUS, Mr. KING of New York, Mr.
ROYCE, Mr. EHRLICH, Mr. BARR of
Georgia, Mr. COOK, Mr. SESSIONS, Mr.
HILL, and Mr. BONO):

H.R. 3003. A bill to amend the Federal De-
posit Insurance Act and the Federal Credit
Union Act to safeguard confidential banking
and credit union information, and for other
purposes; to the Committee on Banking and
Financial Services.

By Mrs. MALONEY of New York (for
herself, Mrs. MORELLA, and Mr.
COBURN):

H.R. 3004. A bill to amend part E of title IV
of the Social Security Act to require States
to administer qualifying examinations to all
State employees with new authority to make
decisions regarding child welfare services, to
expedite the permanent placement of foster
children, to facilitate the placement of fos-
ter children in permanent kinship care ar-
rangements, and to require State agencies,
in considering applications to adopt certain
foster children, to give preference to applica-
tions of a foster parent or caretaker relative
of the child; to the Committee on Ways and
Means.

By Mrs. MALONEY of New York (for
herself, Mr. DELLUMS, Mr. MANTON,
and Mr. PETERSON of Minnesota):
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H.R. 3005. A bill to amend part E of title IV

of the Social Security Act to require States
to have laws that would permit a parent who
is chronically ill or near death to name a
standby guardian for a minor child without
surrendering parental rights; to the Commit-
tee on Ways and Means.

By Ms. MILLENDER-MCDONALD:
H.R. 3006. A bill to direct the Attorney

General to provide a written opinion regard-
ing the constitutionality of proposed state
ballot initiatives, and for other purposes; to
the Committee on the Judiciary.

By Mrs. MORELLA:
H.R. 3007. A bill to establish the Commis-

sion on the Advancement of Women in
Science, Engineering, and Technology Devel-
opment; to the Committee on Education and
the Workforce, and in addition to the Com-
mittee on Science, for a period to be subse-
quently determined by the Speaker, in each
case for consideration of such provisions as
fall within the jurisdiction of the committee
concerned.

By Mr. NEUMANN:
H.R. 3008. A bill to amend title II of the So-

cial Security Act to allow workers who at-
tain age 65 after 1981 and before 1992 to
choose either lump sum payments over four
years totalling $5,000 or an improved benefit
computation formula under a new 10-year
rule governing the transition to the changes
in benefit computation rules enacted in the
Social Security Amendments of 1977, and for
other purposes; to the Committee on Ways
and Means, and in addition to the Committee
on the Budget, for a period to be subse-
quently determined by the Speaker, in each
case for consideration of such provisions as
fall within the jurisdiction of the committee
concerned.

By Mr. PALLONE (for himself, Mr.
GILMAN, Mr. BROWN of Ohio, Mr. FOX
of Pennsylvania, Ms. SANCHEZ, Mr.
HORN, Ms. ESHOO, Mr. GREEN, Mr.
FROST, Mr. ANDREWS, Mr. FILNER,
Mr. ACKERMAN, Mr. WEXLER, Mr.
BROWN of California, Mrs. MALONEY
of New York, Mr. HASTINGS of Flor-
ida, Mr. PASCRELL, Mr. MASCARA, Mr.
DAVIS of Illinois, Ms. MILLENDER-
MCDONALD, Ms. CARSON, Mrs. CLAY-
TON, Mr. LAMPSON, Mr. NADLER, Ms.
JACKSON-LEE, Mr. ROTHMAN, Mr.
ENGEL, Mr. PAYNE, Mr. MCCOLLUM,
Mr. SHERMAN, Mr. CRAMER, and Mrs.
MORELLA):

H.R. 3009. A bill to amend the Public
Health Service Act and the Employee Retire-
ment Income Security Act of 1974 to estab-
lish standards for managed care plans; to the
Committee on Commerce, and in addition to
the Committees on Ways and Means, and
Education and the Workforce, for a period to
be subsequently determined by the Speaker,
in each case for consideration of such provi-
sions as fall within the jurisdiction of the
committee concerned.

By Mr. PALLONE (for himself, Mr.
SHERMAN, Mr. FOX of Pennsylvania,
Mr. VISCLOSKY, Mr. BONIOR, Ms.
ESHOO, Mr. KENNEDY of Rhode Island,
Mr. ROTHMAN, Mr. ROGAN, Mr.
WEYGAND, Mr. RADANOVICH, Mr. MAR-
KEY, Mr. MORAN of Virginia, and Mr.
KENNEDY of Massachusetts):

H.R. 3010. A bill to amend the Foreign As-
sistance Act of 1961 to target assistance to
support the economic and political independ-
ence of the countries of the South Caucasus;
to the Committee on International Rela-
tions, and in addition to the Committees on
Ways and Means, and Banking and Financial
Services, for a period to be subsequently de-
termined by the Speaker, in each case for
consideration of such provisions as fall with-
in the jurisdiction of the committee con-
cerned.

By Mr. PASCRELL:
H.R. 3011. A bill to amend the Internal Rev-

enue Code of 1986 to exclude certain sever-
ance payment amounts from income; to the
Committee on Ways and Means.

By Mr. POMEROY:
H.R. 3012. A bill to amend Public Law 89–

108 to increase authorization levels for State
and Indian tribal, municipal, rural, and in-
dustrial water supplies, to meet current and
future water quantity and quality needs of
the Red River Valley, to deauthorize certain
project features and irrigation service areas,
to enhance natural resources and fish and
wildlife habitat, and for other purposes; to
the Committee on Resources.

By Ms. PRYCE of Ohio (for herself, Mr.
EWING, and Mr. GREENWOOD):

H.R. 3013. A bill to reduce the incidence of
child abuse and neglect, and for other pur-
poses; to the Committee on the Judiciary.

By Mr. RADANOVICH (for himself, Mr.
BILBRAY, Ms. ESHOO, Mr. MILLER of
California, Mr. ROGAN, Mr. LEWIS of
California, Ms. PELOSI, Mr. POMBO,
and Mr. FARR of California):

H.R. 3014. A bill to amend the Consolidated
Omnibus Budget Reconciliation Act of 1985
to expand the number of county operated
health insuring organizations authorized to
enroll Medicaid beneficiaries; to the Com-
mittee on Commerce.

By Mr. SANDERS:
H.R. 3015. A bill to provide additional ap-

propriations for certain nutrition programs;
to the Committee on Appropriations.

By Mr. SANDERS (for himself, Mr.
SHAYS, and Mr. DEFAZIO):

H.R. 3016. A bill to amend section 332 of the
Communications Act of 1934 to preserve
State and local authority to regulate the
placement, construction, and modification of
certain telecommunications facilities, and
for other purposes; to the Committee on
Commerce.

By Mr. SANDERS:
H.R. 3017. A bill calling for ratification of

the United Nations Convention on the Rights
of the Child; to the Committee on Inter-
national Relations, and in addition to the
Committee on Ways and Means, for a period
to be subsequently determined by the Speak-
er, in each case for consideration of such pro-
visions as fall within the jurisdiction of the
committee concerned.

By Mr. SCARBOROUGH (for himself
and Mrs. THURMAN):

H.R. 3018. A bill to release the reversionary
interests retained by the United States in
four deeds that conveyed certain lands to the
State of Florida so as to permit the State to
sell, exchange, or otherwise dispose of the
lands, and to provide for the conveyance of
certain mineral interests of the United
States in the lands to the State of Florida;
to the Committee on Agriculture, and in ad-
dition to the Committee on Resources, for a
period to be subsequently determined by the
Speaker, in each case for consideration of
such provisions as fall within the jurisdic-
tion of the committee concerned.

By Mrs. LINDA SMITH of Washington:
H.R. 3019. A bill to amend the Federal Elec-

tion Campaign Act of 1971 to prohibit the use
of soft money by political parties, to permit
individuals to elect to not have payroll de-
ductions used for political activities, and for
other purposes; to the Committee on House
Oversight, and in addition to the Committee
on the Judiciary, for a period to be subse-
quently determined by the Speaker, in each
case for consideration of such provisions as
fall within the jurisdiction of the committee
concerned.

By Mr. STOKES:
H.R. 3020. A bill to establish a program,

primarily through the States and munici-
palities, and their agents, to facilitate the

environmental assessment, cleanup, and
reuse of abandoned or underutilized, poten-
tially contaminated properties not on, or
proposed for inclusion on, the National Pri-
orities List; to the Committee on Commerce,
and in addition to the Committees on Trans-
portation and Infrastructure, and Ways and
Means, for a period to be subsequently deter-
mined by the Speaker, in each case for con-
sideration of such provisions as fall within
the jurisdiction of the committee concerned.

By Mr. STUPAK:
H.R. 3021. A bill to amend the Omnibus

Crime Control and Safe Streets Act of 1968 to
reduce certain funds if eligible States do not
enact certain laws; to the Committee on the
Judiciary.

By Mr. WATT of North Carolina (for
himself, Mr. CONYERS, and Mr. COL-
LINS):

H.R. 3022. A bill to amend title 10, United
States Code, to authorize the settlement and
payment of claims against the United States
for injury and death of members of the
Armed Forces and Department of Defense ci-
vilian employees arising from incidents in
which claims are settled for death or injury
of foreign nationals; to the Committee on
the Judiciary.

By Mr. WELDON of Pennsylvania (for
himself and Mr. MARKEY):

H.R. 3023. A bill to end American subsidiza-
tion of entities contributing to weapons pro-
liferation; to the Committee on Intelligence
(Permanent Select), and in addition to the
Committees on Banking and Financial Serv-
ices, and International Relations, for a pe-
riod to be subsequently determined by the
Speaker, in each case for consideration of
such provisions as fall within the jurisdic-
tion of the committee concerned.

By Mr. LIVINGSTON:
H.J. Res. 104. A joint resolution making

further continuing appropriations for the fis-
cal year 1998, and for other purposes; to the
Committee on Appropriations. considered
and passed.

By Mr. LIVINGSTON:
H.J. Res. 105. A joint resolution making

further continuing appropriations for the fis-
cal year 1998, and for other purposes; consid-
ered and passed.

By Ms. VELAZQUEZ (for herself, Mr.
GUTIERREZ, and Mr. SERRANO):

H. Con. Res. 192. Concurrent resolution ex-
pressing the sense of the Congress that the
heroism of the brave and gallant Puerto
Ricans in the 65th Infantry Regiment of the
United States Army who fought in the Ko-
rean conflict should be commemorated; to
the Committee on Veterans’ Affairs, and in
addition to the Committee on National Secu-
rity, for a period to be subsequently deter-
mined by the Speaker, in each case for con-
sideration of such provisions as fall within
the jurisdiction of the committee concerned.

By Mr. MICA (for himself, Mr. CONDIT,
Mr. UPTON, Mr. WELDON of Florida,
Mr. NORWOOD, Mr. PAPPAS, Mrs.
FOWLER, Mr. SCARBOROUGH, Mr.
SALMON, Mr. PITTS, Mr. HILLEARY,
Mr. ROHRABACHER, Mr. CUNNINGHAM,
Mr. DOOLITTLE, Mr. MILLER of Flor-
ida, Mr. HERGER, Mr. STEARNS, Mr.
POMBO, Mr. LUCAS of Oklahoma, Mr.
KINGSTON, Mr. SANFORD, Mr. JONES,
Mr. BRADY, Mr. BACHUS, Mr. ROGAN,
Mr. PICKERING, Mr. LAZIO of New
York, Mr. INGLIS of South Carolina,
Mr. PORTMAN, Mr. BLUNT, Mr.
SHIMKUS, Mr. HEFLEY, Mr.
HOSTETTLER, Mr. BURTON of Indiana,
Mr. CHAMBLISS, Mr. LATOURETTE, Mr.
WELLER, Mr. YOUNG of Florida, Mr.
MCDADE, Mr. CALLAHAN, Mr. FOLEY,
Mr. DIAZ-BALART, Mr. DICKEY, Mr.
WAMP, Mr. COX of California, Mr.
MANZULLO, Mr. GILCHREST, Mr. BART-
LETT of Maryland, Mr. RIGGS, Mr.
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SAXTON, Mr. SHAYS, Mr. THOMAS, Mr.
PAUL, Mr. HAYWORTH, Mr. BUYER, Mr.
WICKER, Mrs. KELLY, Mr. COLLINS,
Mr. EVERETT, Mr. LOBIONDO, Mr.
HORN, Mr. KNOLLENBERG, Mr.
RAMSTAD, Mr. MORAN of Virginia, Mr.
ENSIGN, Mr. NETHERCUTT, Mrs. LINDA
SMITH of Washington, Mr. RYUN, Mr.
FRANKS of New Jersey, Mrs.
CHENOWETH, Mr. SOUDER, Mr. TIAHRT,
Mr. GUTKNECHT, Mr. KLUG, Mr.
MCCOLLUM, Mr. MCKEON, Mr. DUN-
CAN, Mr. ENGLISH of Pennsylvania,
Mr. THUNE, Mr. SMITH of New Jersey,
Ms. GRANGER, Mr. SMITH of Michigan,
Mr. WATKINS, Mr. BURR of North
Carolina, Mr. WATTS of Oklahoma,
Mr. STENHOLM, Mr. PETERSON of Min-
nesota, Mr. BOYD, Mr. OBERSTAR, Mr.
CRANE, and Mr. EHLERS):

H. Con. Res. 193. Concurrent resolution ex-
pressing the sense of the Congress that the
Attorney General should remove Hani El-
Sayegh from the United States to the King-
dom of Saudi Arabia; to the Committee on
the Judiciary.

By Mr. SOLOMON:
H. Con. Res. 194. Concurrent resolution

providing for a joint session of Congress to
receive a message from the President; adopt-
ed pursuant to H. Res. 311.

By Ms. HARMAN (for herself, Mr. SAW-
YER, Mr. REGULA, Mr. SPRATT, Mr.
DAVIS of Virginia, Mr. PORTMAN, Mr.
BECERRA, Mr. HASTINGS of Florida,
Mr. BARRETT of Wisconsin, Mr. WATT
of North Carolina, Ms. ROS-LEHTINEN,
Mr. HOUGHTON, Mr. DICKEY, Mr.
LEWIS of Georgia, Mr. MATSUI, and
Ms. MILLENDER-MCDONALD):

H. Con. Res. 195. Concurrent resolution ex-
pressing the sense of Congress in support of
National Days of Dialogue associated with
the national celebration of the birth of Dr.
Martin Luther King, Jr. to improve under-
standing and cooperation across race, eth-
nicity, culture, gender, religion and creed; to
the Committee on the Judiciary.

By Mr. DAN SCHAEFER of Colorado:
H. Res. 317. A resolution providing for the

agreement of the House to the Senate
amendment to the bill, H.R. 2472, with an
amendment; considered and agreed to.

By Mr. GEPHARDT:
H. Res. 318. Resolution relating to a ques-

tion of the privileges of the House; consid-
ered and laid on the table.

By Mr. SOLOMON:
H. Res. 320. Resolution providing for a

committee to notify the President of com-
pletion of business; adopted pursuant to H.
Res. 311.

By Mr. KENNEDY of Massachusetts:
H. Res. 321. A resolution expressing the

sense of the House of Representatives that
college and university administrators should
adopt a code of principles to change the cul-
ture of alcohol consumption on college cam-
puses; to the Committee on Education and
the Workforce.

f

ADDITIONAL SPONSORS

Under clause 4 of rule XXII, sponsors
were added to public bills and resolu-
tions as follows:

H.R. 27: Mr. RIGGS.
H.R. 34: Mr. SUNUNU.
H.R. 225: Mr. ABERCROMBIE.
H.R. 251: Mr. PETERSON of Pennsylvania.
H.R. 352: Mr. SALMON.
H.R. 409: Mr. PAPPAS.
H.R. 530: Mr. BEREUTER and Mr. CALVERT.

H.R. 543: Mr. SOLOMON, Mr. NETHERCUTT,
Mr. DIXON, and Mr. HYDE.

H.R. 586: Mr. JOHNSON of Wisconson.
H.R. 738: Ms. SLAUGHTER.
H.R. 820: Ms. FURSE.
H.R. 979: Mr. JOHNSON of Wisconsin and Ms.

WATERS.
H.R. 992: Mr. DEAL of Georgia and Mr.

HUTCHINSON.
H.R. 1151: Mr. ABERCROMBIE and Mr. SES-

SIONS.
H.R. 1289: Mr. YATES.
H.R. 1334: Mr. RIGGS and Ms. PELOSI.
H.R. 1415: Mr. GOODLING.
H.R. 1519: Mr. STOKES.
H.R. 1525: Mr. MCNULTY.
H.R. 1591: Mr. BARR of Georgia, Mr.

SNOWBARGER, and Mr. SCARBOROUGH.
H.R. 1628: Mr. KIM.
H.R. 1635: Mr. BAESLER, Mr. SAXTON, Mr.

LEACH, Mr. COSTELLO, Mrs. LOWEY, Mr.
HINCHEY, Mr. ROMERO-BARCELÓ, Mr. HORN,
Mr. WAXMAN, and Mr. SKAGGS.

H.R. 1822: Mr. JOHNSON of Wisconsin.
H.R. 1872: Mr. GREENWOOD, Mr.

STRICKLAND, Mr. DAVIS of Virginia, Mr.
PALLONE, Mr. LINDER, Mr. DICKS, Mr. GREEN,
and Mr. RUSH.

H.R. 1891: Mr. BOEHNER.
H.R. 2053: Mr. LOFGREN.
H.R. 2131: Mr. JOHNSON of Wisconsin.
H.R. 2174: Mr. MALONEY of Connecticut.
H.R. 2229: Mr. WATTS of Oklahoma.
H.R. 2273: Mr. STUPAK, Mr. BAESLER, Mr.

MALONEY of Connecticut, and Mr. HUTCHIN-
SON.

H.R. 2319: Mr. LUTHER.
H.R. 2321: Mr. RIGGS.
H.R. 2335: Mr. CONDIT.
H.R. 2363: Mr. CABOT, Mr. DREIER, Mr.

KOLBE, Mr. LIVINGSTON, Mr. RYUN, Mr.
SAXTON, Mr. SMITH of Oregon, Mr. SOLOMON,
Mr. SPENCE, and Mr. WICKER.

H.R. 2369: Mr. CAMPBELL.
H.R. 2391: Mr. KUCINICH, and Mr. MCGOV-

ERN.
H.R. 2397: Ms. SLAUGHTER.
H.R. 2436: Mr. LAFALCE.
H.R. 2483: Mr. FRANKS of New Jersey.
H.R. 2500: Mr. ARMEY, Mr. BAESLER, Mr.

BAKER, Mr. BALLENGER, Mr. BARCIA of Michi-
gan, Mr. BARR of Georgia, Mr. BARRETT of
Nebraska, Mr. BARTLETT of Maryland, Mr.
BARTON of Texas, Mr. BEREUTER, Mr.
BLAGOJEVICH, Mr. BLILEY, Mr. BOEHLERT, Mr.
BOEHNER, Mr. BONILLA, Mr. BONO, Mr. BOYD,
Mr. BRYANT, Mr. BUNNING of Kentucky, Mr.
BURR of North Carolina, Mr. CALVERT, Mr.
CANADY of Florida, Mr. CHABOT, Mr.
CHAMBLISS, Mr. CHRISTENSEN, Mr. CLEMENT,
Mr. COBLE, Mr. CONDIT, Mr. COOK, Mr.
COOKSEY, Mr. COX of California, Mr. CRANE,
Mr. DEAL of Georgia, Mr. DEUTSCH, Mr.
DOOLEY of California, Mr. DREIER, Ms. DUNN
of Washington, Mr. EHRLICH, Mr. FATTAH,
Mr. FOLEY, Mrs. FOWLER, Mr. FOX of Penn-
sylvania, Mr. FROST, Ms. FURSE, Mr. GILMAN,
Mr. GOODE, Mr. GOODLATTE, Mr. GOODLING,
Mr. GORDON, Mr. GOSS, Mr. HALL of Texas,
Mr. HANSEN, Mr. HASTERT, Mr. HEFLEY, Mr.
HILL, Mr. HOLDEN, Mr. HUNTER, Mr. HUTCHIN-
SON, Mr. INGLIS of South Carolina, Mr. JEN-
KINS, Mr. JONES, Mr. SAM JOHNSON, Mr. KA-
SICH, Mrs. KELLY, Mr. KENNEDY of Rhode Is-
land, Mr. KING of New York, Mr.
LATOURETTE, Mr. LEWIS of California, Mr.
LINDER, Ms. MCCARTHY of Missouri, Mr.
MEEHAN, Mr. METCALF, Mr. MORAN of Vir-
ginia, Mrs. MYRICK, Mr. NEY, Mrs. NORTHUP,
Mr. OXLEY, Mr. PARKER, Mr. PAXON, Mr. PE-
TERSON of Minnesota, Mr. PICKETT, Mr.
REDMOND, Mr. RIGGS, Mr. ROEMER, Mr.
ROGAN, Mr. ROYCE, Mr. SAXTON, Mr.
SCARBOROUGH, Mr. SENSENBRENNER, Mr. SES-

SIONS, Mr. SHIMKUS, Mr. SISISKY, Mr. SKEL-
TON, Mr. ADAM SMITH of Washington, Mr.
SMITH of Texas, Mr. SOLOMON, Mr. SPENCE,
Mr. STENHOLM, Mr. TANNER, Mrs. TAUSCHER,
Mr. TAUZIN, Mr. WATTS of Oklahoma, Mr.
WELDON of Florida, Mr. WELLER, Mr. BURTON
of Indiana, Mr. DICKEY, Mr. ARCHER, Mr.
QUINN, Mr. LAHOOD, Mr. TIAHRT, Mr. DAVIS
of Virginia, Mr. THOMAS, Mr. CUNNINGHAM,
Mr. ENSIGN, Mr. GIBBONS, Mr. STUMP, Mr.
COMBEST, Mr. HAYWORTH, Mr. ROHRABACHER,
Mr. CALLAHAN, Mr. EVERETT, Mr. STEARNS,
Mr. DELAY, Mr. GINGRICH, and Mr. LIVING-
STON.

H.R. 2509: Mr. LEWIS of Georgia.
H.R. 2524: Mr. ABERCROMBIE.
H.R. 2593: Mrs. LOWEY, Mr. WAMP, Mr. GRA-

HAM, Mr. NETHERCUTT, Mr. BRADY, Mr.
KNOLLENBERG, Mr. SENSENBRENNER, Mr.
MCINTOSH, Mr. HOBSON, Mr. TAYLOR of North
Carolina, Mr. WELDON of Pennsylvania, Mr.
MICA, Mr. DICKEY, Mr. THOMAS, Mr. CANNON,
Mr. SAXTON, Mr. SOLOMON, Mrs. KELLY, Mr.
MANZULLO, Mr. WELDON of Florida, Mr.
PAXON, Mr. SNOWBARGER, Mr. HORN, Mr.
SALMON, Mr. DAN SCHAEFER of Colorado, Mr.
NEY, Mr. STUMP, and Mr. RAMSTAD.

H.R. 2611: Mr. BLUNT, Mr. DUNCAN, Mr.
TAUZIN, Mr. BARR of Georgia, Mr. BILBRAY,
Mr. CANNON, Mr. CHRISTENSEN, Mr. HEFLEY,
Mr. MCKEON, Mr. MICA, Mrs. LINDA SMITH of
Washington, Mr. SMITH of Oregon, Mr.
SOUDER, Mr. SPENCE, Mr. EHRLICH, Mr.
RIGGS, and Mr. CRANE.

H.R. 2695: Mr. BONIOR, Mr. DELLUMS, Mr.
KUCINICH, Mr. MCGOVERN, Ms. LOFGREN, Mrs.
THURMAN, and Ms. MILLENDER-MCDONALD.

H.R. 2750: Mrs. THURMAN.
H.R. 2755: Mr. WAXMAN, Mrs. MINK OF HA-

WAII, Mr. FRANK OF MASSACHUSETTS, Mr.
FROST, Mr. WALSH, Ms. LOFGREN, Ms. CAR-
SON, Ms. KILPATRICK, Mr. BONIOR, and Mr.
EVANS.

H.R. 2760: Mr. CALVERT, Mr. BACHUS, and
Mr. RADANOVICH.

H.R. 2780: Mr. CAMPBELL, Mr. LARGENT, Mr.
MCINTOSH, Mr. BRYANT, Mr. WHITE, Mr.
LATOURETTE, and Mr. SALMON.

H.R. 2819: Mr. HERGER and Ms. HARMAN.
H.R. 2820: Mr. CALVERT.
H.R. 2821: Mr. NEAL of Massachusetts.
H.R. 2826: Ms. SLAUGHTER and Ms. NORTON.
H.R. 2829: Mr. ACKERMAN, Mr. DAVIS of Illi-

nois, Mr. FARR of California, Mr. KUCINICH,
Mr. PARKER, Mr. POMEROY, Mr. SCHUMER, and
Ms. STABENOW.

H.R. 2846: Mr. WATTS of Oklahoma and Mr.
EHRLICH..

H.R. 2850: Ms. LOFGREN and Mr. STOKES..
H.R. 2858: Mr. GONZALEZ.
H.R. 2870: Mr. EWING.
H.R. 2921: Mr. WHITFIELD, Mr. SHIMKUS, Mr.

NORWOOD, Mr. HALL of Texas, Mr. GREEN-
WOOD, Mr. STEARNS, Mr. HILL, Mr. MCHUGH,
Mr. PACKARD, and Mr. BONILLA.

H.R. 2922: Mr. HUTCHINSON.
H.R. 2929: Mr. BACHUS.
H.R. 2938: Mr. MILLER of Florida and Mr.

STEARNS.
H.R. 2940: Mr. BAKER.
H.J. Res. 99: Ms. SLAUGHTER.
H. Con. Res. 41: Mr. LOBIONDO.
H. Con. Res. 141: Mr. DAVIS of Illinois and

Mr. ADAM SMITH of Washington.
H. Con. Res. 156: Mr. CLEMENT and Mr. CAL-

VERT.
H. Con. Res. 181: Mr. MCGOVERN, Mrs.

MORELLA, Mr. GEKAS, Mr. FORBES, and Mr.
LAZIO of New York.

H. Res. 119: Mr. ALLEN.
H. Res. 251: Mr. MANTON, Mr. WAXMAN, Mr.

ALLEN, and Ms. STABENOW.
H. Res. 279: Ms. SLAUGHTER.
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